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..,.,..., ~NVIRONMENTAL PROTECTION AGENCY 
EPA Registration No. Date of Issuance: 

i ft i; Office ofPestieide Programs 

~) 
Registration Division (7505P) July 6, 2012 
1200 Pennsylvania Ave., N.W. 2382-188 

Washington, D.C. 20460 

NOTICE OF PESTICIDE, 
Term oflssuance: 

0 Registration Unconditional 

D Reregistration 
(under the Federal Insecticide, Fungieldc, and Rodenticide Act. as Name ofPestielde Product: 

amended) EFFIPRO® PLtJS TOPICAL SOLUTIO:>! FOR CATS 

Name and Address of Registrant (include ZIP Code): 

Virbac Animal Health, Inc. 
P.O. Box 162059 
Fort Worth, TX 76161 

Note: Changes in labeling differing in substance from that accepted in eonncetion with this registration must be submitted to 
and accepted by the Registration Division prior to use of the label in eommerce. In any eorrcspondenee on this product 
always refer to the above EPA registration number. 

On the basis of infonnation furnished by the registrant. the above named pesticide is hereby regi~tercd under the Federal 
lnseetieide, Fungieide and Rodenticide Aet. 

Regb1ration is in no way to be construed as an endorsement or recommendation of this product by the Agency, In order to 
protect health and the environment, the Administrator, on hi~ motion, may at any time suspend or cancel the regislration 
of a pestieide in aeeordanee with the Act. The acccphmee of any name in connection with the registration of a product 
unck:r this Act is not to be construed as giving the registrant a right to exclusive use oft he name or to its use if it has been 
covered by others. 

This action is taken under the authority of section 3(e)(5) of the Federal Jnseetieide, Fungicide, and Rodentieide Aet, as 
amended. Registration under this section does not eliminate the need for continual reassessment of pesticides, EPA may 
require submission of data at any time to maintain the rcgistratfon of your product. 

Terms of Registration 
I. EPA has registered the product listed above provided that the following change is made to the label 

before you release the product for shipment: 
Revise the EPA Registration Number to read: "EPA Registration No 2382-188." 

2. The Net Contents must be displayed in accordance with the description identified in the Labeling 
Consistency Committee's clarification. This infonnation may be located at the following Agency web site 
under miscellaneous I tttg ://www .Cj2a.gov/ogg0000 I /regul at i 1m/labels/label review fag.htm#m isce II an eo us. 
"Regarding listing net contents· Net weight or contents must be stated on a pesticide label in accordance with 
FIFRA (2)( q)(2)(C)(iii) and 40 CFR I 56. IO(a)(IXiii). EPA interpretation of the statutory and regulatory 
requirements is that the label must state the total weight for the entire contents as sold and distributed. In 

Signature of Approving Official: Date: 

Refer Io Page 3 
July 6, 2012 

Richard J. Gebken, Product Manager (10) 
Registration Division, Insecticide Branch 

EPAFormS570..(; 

2



Page2of3 

addition, the label may indicate the net weight and quantity of individual units within the carton. For example, "Net 
Weight 6.25 lbs. (20- 5oz. packets)." For additional information regarding the Net Weight/Contents statement, 
please reference Chapter 17 of the Label Review Manual at http://www.cpa.!l:ov/oppfead l /labelinQ/Jnu/chap
l7.htm." 
3. This registration is time-limited and expires two years from the date this product is first released for 

shipment. You must provide the Agency with a projected "release for shipment date", in writing within 30 days 
of the date of this Notice ofRegistration. The Agency will calculate the expiration date based on the projected 
"release for shipment date" until an actual release for shipment date is provided in writing. 

4. Only one basic confidential statement offonnula (CSF) will be on file for this product at any time (i.e., no 
alternate fonnulations or minor fonnulation amendments will be submitted and/or approved for this product, except 
to allow for alternate sources of any individual inert ingredient). 

5. You must submit the following data within the timeframe described below: 
Within sixteen (16) months of the date on this Notice of Registration, provide to the Agency acceptable data 
packages for Guideline Studies: OPPTS 830.6320 (Corrosion Characteristics) and OPPTS 830.6317 (Storage 
Stability). 

6. You must submit quarterly enhanced incident reports and quarterly sales infonnation in doses sold for this 
product for the quarter that begins on August I, 2012. The quarterly reports are due two months after the end of 
each quarter. Please flag any Confidential Business Infonnation CBI) as such. Enhanced incident reporting should 
be submitted to the Product Manager. Quarterly sales infonnation should be submitted to the Registration Division, 
Immediate Office (attn: Kimberly Nesci). 

The following is a list of information that must be included in the quarterly reports for each incident: 
EPA Registration Number 
Product name (brand name) 
Lot# 
Where purchased: internet, store, Veterinarian 
Active lngredient(s) 
Weight range for product 
Date on which incident occurred, (mm/dd/yyyy) 
State in which the incident occurred, (standard 2 letter abbreviation) 
Registrant case# 
Species: dog, cat, other (specify) 
Breed: (as reported by pet owner) 
Age: months or years 
Sex: M, F, or neutered 
Weight: pounds 
Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
Body System: neurological, dermatological, GI, respiratory, ocular, other Major signs noted 
with separate column for each sign, using standard terminology 
Time to Onset: (hours, days) 
Treated by veterinarian: yes or no 
First time product used: yes or no 
Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 
Any known precondition 
EPA Severity Code: death, major, moderate, minor 
Outcome: died, recovered, still treated, unknown 

7. Along with the enhanced incident reporting, you must submit an analysis of all incidents seen, to include the 
following details: 

a. All minor dennal and ocular irritation reports. 
b. Summary table for dogs showing number of incidents of each severity code for each route of exposure. 
Each incident should only be reported once. If one incident has several routes of exposure, the order should be 
ocular> oral> dennal. In other words, an incident with both oral and dennal exposure would be reported as 
oral exposure, and an incident with both ocular and oral exposure would be reported as ocular exposure. 
c. A similar summary table for cats (misuse or secondary exposure) showing number of incidents of each 
severity code for each route of exposure. 
d. Summary table for dogs and table for cats showing number of incidents that arc believed due to 
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secondary exposure (e.g., multi-pet households). 
e. A summary table for dogs showing number of incidents for each severity code for these age ranges: <3 
months, 3-6 months, 6-9 months, 9-12 months, I yr, 2yr, 3 yr, 4 yr, 5 yr, 6 yr, 7 yr, 8 yr, 9yr, 10 yr, I I yr, 12 
yr, 13 yr, 14 yr, 15 yr, >IS yr. 
f. A summary table showing the number of dog incidents for each severity code for each pet weight range on 
the product label. 
g. A summary table for dog weight showing number of incidents for each product weight range. This 
table should show number of incidents in dogs weighing less than that product weight range, number of 
incidents in dogs in lower half of weight range, number of incidents in dogs in upper half of weight range, and 
dogs weighing more than the product weight range. 
h. Table showing number of incidents for each dog breed. 
i. Table showing number of incidents in dogs for each clinical sign. 
j. Table showing number of incidents in dogs for each organ system. 
k. Report aggregate incidents, but do not combine moderate and minor incidents. 

8. IfEP A detennines that future mitigation measures are necessary for all pet spot-on products, the Agency wi 11 
infonn all registrants concerned. If mitigation measures are necessary, EPA may take regulatory action. 

9. Virbac Inc. should adequately address all ofthe mitigation actions identified in the Agency's Generic Pet Spot-
On Mitigation Plan available at the following internet site: http://www.epa.E!ov/pesticides!health/spot-on
!neetings.html. 

You must submit and/or cite all data required for registration of your product under FlFRA Section 3( c)(5) when 
the Agency requires all registrants of similar products to submit such data, and submit acceptable responses required for 
registration review of your product under FIFRA. 

Two copies ofthe finished labeling must be submitted prior to releasing the product for shipment. lfyou fail to 
comply with all of the Terms of Registration stated above, the registration will be subject to cancellation in accordance 
with FIFRA sec. 6( e) and/or automatically expire. Your release for shipment of the product constitutes your acceptance 
of these conditions. 

A copy of your label stamped "Accepted with Comments" is enclosed for your records. If you have any 
questions concerning this action, please contact me Richard J. Gebken at (703) 305-6701 or gebken.richard@epa.gov. 

Enclosure 

Sincerely, 

€~;;(~L 
Product Manager JO 
InsectiCide Branch 
Registration Division (7505C) 
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{Master Label} 
Virbac's Master Label 

Date December 13,2011 Version US-7 
Fipronil + Pyriproxyfen Topical Solution for Cats 

EPA Reg. No. 2382-XXX 

Vir hac 
EFFIPRO®PLUS TOPICAL SOLUTION FOR CATS 
FOR USE ONLY ON CATS AND KITTENS 8 WEEKS OLD OR OLDER 
ACTIVE INGREDIENTS: 
Fipronil .. 
Pyriproxyfen .. 

--.- ................................................................................. 9.5% 
. ... tt.5% 

OTHER INGREDIENTS: _ 

TOTAL: 

........................................................................................................................... 79.0% 

HAZARDS TO HUMANS 

··----- ------- ---.-.- .......................................................................................... tOO.O% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

Harmful if swallowed or absorbed through the skin_ Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. 
Wash hands thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using 
the toilet 

HAZARDS TO DOMESTIC ANIMALS 

For e~tternal use only. Do not use on kittens under 8 weeks of age. Sensitivities may occur after using ANY pesticide product 
for pets. If signs of sensitivity occur bathe your pet with mild soap and rinse with large amounts of water. If signs continue, 
consult a veterinarian immediately. Possible temporary irritation may occur at the site where EFFIPRO" PLUS Topical Solution 
for Cats was applied_ Contact a veterinarian immediately if signs become persistent or become more severe during the frrst few 
days following application. If an unusual reaction is observed following initial application, a veterinarian should be consulted 
before repealing application. Certain medications can interact with pesticides .• 

FIRST AID 

IF SWALLOWED: . Call a poison control center or doctor immediately for treatment advice . . Have person sip a glass of water if able to swallow . . Do not induce vomiting unless told to do so by a poison control center or doctor . . Do not give anything by mouth to an unconscious person . 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for t5-20 minutes_ . Remove contact lenses, if present. after the first 5 minutes. then continue rinsing eye . . Call a poison control center or doctor for treatment advice . 

IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for t5-20 minutes . . . Call a poison control center or doctor for treatment advice . 
Have product container or label with you when calling a poison control center or doctor, or going for treatment. 

You may also contact the Hotline number 1-800-338-3659 for human and veterimny health concerns, emergency 

medical treatment information or pesticide incidents. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR CAT, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 

EPA Reg. No. 2382-XXX Pending Mas!cr label, page I of5 
7/6/2012 
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FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE ON 
DOGS, PUPPIES, OR RABBITS. DO NOT USE ON OTHER ANIMALS. 

For killing fleas, flea eggs. flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks 
(that [which[ may transmit [carry) Lyme disease). mosquitoes. and chewing lice: apply to CATS or KITTENS (8 weeks old or 
older) as follows: 

APPLICATION DIRECTIONS 
t. Remove one applicator from packaging. 

Hold applicator upright and remove cap. 
2. Invert C<lp and place other end back onto applicator tip. 

Push cap down fo break seaL 
Remove cap prior to treatment application. 

3_ Part eat's hair between shoulder blades until skin is visible_ 
Place applicator tip direclly against exposed skin. 
Deposit entire contents by squeezing the applicator at a single site on cal's skin. 
Ensure that EFRPR0° PLUS Topical Solution for Cats is not applied superficially on eat's hair. 

FREQUENCY OF APPLICATION 

EFFIPRO"' PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly_ 
Fleas: EFFIPRO® PLUS Topical Solution for Cats can control fleas for up to six weeks. Apply monthly if your cat has fleas that 
may cause Flea Allergy Dermatitis (FAD). or if reinfestation is likely. EFFIPRO® PLUS Topical Soll.l!ion for Cats can control flea 
eggs (and larvae) for up to three months (90 days)_ 
Ticks: EFFIPRO"' PLUS Topical Solution for Cats can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed_ 
Chewing Lice: EFFIPRO® PLUS can kill chewing lice for a month or longer. Apply monthly were chewing lice control is 
consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solubon for Cats can kilt mosquitoes within 24 hours (for up to 
t4 days), and within 48 hours (for up to 28 days). 
Notes: Wait at least 30 days before re-application of EFFIPRO"' PWS Topical Solution for Cats. Avoid contact with treateti 
area until dry. 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposaL 

STORAGE: Store unused product in original container only, out of reach of children and animals_ 
PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container_ Offer for recycling. 
if available. If partially filled. Call your local solid waste agency for disposal instructions_ Never place unused product down 
any indoor or outdoor drain_ 

LIMITED WARRANTY AND DISCLAIMER 
To the extent consistent w~h applicable law. buyer assumes all risks of use. storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks of use and hendling of this material when such use and handling 
are contrary to label instructions. To the extent consistent with applicable law. any damage arising from a breach of this 
warranty shall be limited to direct damages and shall not include consequential commercial damages such as loss of profit or 
values. 

Net Contents: t, 3, 6 or 36 single-dose applicator(s) per package_ Each applicator contains 0.017 fl oz (0.5 mL) of solution. 

(Detachable) calendar (monthly application) reminder stickers with (illustration of cat or kitten). 

EPA Reg. No. 2382-XXX 
EPA Est. No. 2382-XXX 

VIRBAC AH, INC. 
PO BOX 162059 

EPA Reg_ No 2382-XXX Pending MasterLa\>et, page 2 of5 
7/6/2012 
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FORT WORTH, TX 76161 
1-800-338-3659 

Made in France 
EFFtPRO"' is a registered trademark of Virbac SA in the United States_ 
Questions or comments? 
Cart: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert(s) for directions for use and frequency of application 
Open resealable label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 

See enclosed insert(s) for directions for use 

Use only on cats 
For Use on Cats only 
Only for cats and kittens 8 weeks old or older 
(1, 3, 6 or 36) applicator(s) 0.017 fl oz (0_5 ml) 

Photograph of cat or kitten 

Lift here to open (LIFT HERE TO OPEN) 

{Text for Foil of Blister package} 

Vrrbac 
EFFIPRO"'PLUS Topical Solution for Cats 
Only for use on cats I 0.017 fl oz (0.5 ml) 
Contains fipronil (9.5%) and pyriproxyfen (11.5%) 
KEEP OUT OF REACfl OF CHILDREN 
CAUnON 
See full label for additional directions 
EPA Reg. No. 2382-XXX 

{Text for Applicator Tube} 

Vi'rbac 
EFFtPRO"'PLUS 

Topical Solution for Cats 
Only for use on cats 
0.011 fl oz (0.5 mL) 

Contains fipronil (9.5%) and pyriproxyfen (t t5%) 
KEEP OUT OF REACfl 

OFCHILOREH 
CAUTION 

See full label for additional directions 
EPA Reg. No. 2382-XXX 

MARKETING CLAIMS 

[Multiple infestations] 
For convenient, quick-actlng,long-lasting, effective control of fleas. fiea eggs, flea larvae, ticks, mosquitoes and 
chewing lice (for CATS and KITIENS 8 weeks old or older). 
For convenient, quick-acting, long-lasting, effective control of fleas. ticks. mosquitoes and chewing lice (for CATS and 
KITIENS 8 weeks old or older). 

• EFFIPRO"' PLUS Topical Solution for Cats contains the active ingredient fipronil, which controls infestations caused 
by fleas, ticks, mosquitoes and chewing lice (on cats) (8 weeks old or older). 

• EFFIPRO"' PLUS Topical Solution for Cats contains the active ingredient pyriproxyfen. which controls reinfestation 
caused by flea eggs, flea larvae (on cats) (8 weeks old or older)_ 
For killing fleas. all stages of Brown dog ticks. American dog ticks. Lone Star ticks, and Deer ticks, (whichfthat may 
carry (transmit) Lyme disease), mosquitoes and chewing lice; apply to CATS or KITIENS (8 weeks old or older) as 
follows: (followed by application directions). 
Persistent flea and tick efficacy for up to one month (4 weeks) (30 days) 

EPA Reg. No. 2382-XXX Pending Master Label, page 3 ofS 
71612012 
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[Fleas} 

Prevents flea and tick (re-)infestation for up to one month (4 weeks) 
Effective monthly application for (on) fleas and ticks 
Effective monthly application for cats (and kittens) against fleas and ticks 
Kills fleas and ticks for up to one month (4 weeks) 
Kills fleas, ticks, mosquitoes and chewing lice 
Kills fleas, ticks, mosquitoes and lice 
Kills, fleas. flea eggs, flea larvae. ticks. mosquitoes and chewing lice 
Kills. fleas. flea eggs, flea larvae. ticks. mosquitoes and lice 
Apply monthly for control and prevention of fleas and ticks 
Protects against fleas and ticks for up to one month 
EFFIPRO"' PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly. 
Fleas: EFFIPR0° PLUS Topical Solution for Cats can control fleas. flea eggs and flea larvae for up to (six weeks) 
Apply monthly if ~our cat has fleas that may cause Flea Allergy Dermatitis, or if reinfestation is likely. 
Ticks: EFFIPRO PLUS Topical Solution for Cats can kill ticks for a month or longer. Apply monthly where tick control 
is consistently needed. 
Mosquitoes: Vv'hen applied monthly, EFFIPRO"' PLUS Topical Solution for Cats can kill mosquitoes within 24 hours 
(for up to 14 days), and within 48 hours (for up to 28 days)_ 
Notes: Wait at least 30 days before re-application of EFFIPRO"' PLUS Topical Solution for Cats. Avoid contact with 
treated area until dry. 

Kills newly emerged adult fleas prior to egg-laying 
Kills fleas that may transmit bartonellosis 

• Kills fleas that may transmit bartonellosis, tularemia and tapeworm 
Kills fleas that may transmit (bartonellosis). (tularemia) (and) (tapeworm) 
Kills fleas that may transmit (bartonellosis), )tularemia) (and) (tapeworm infestations) 
Kills fleas that may transmit bartonellosis and tularemia 
Kills fleas. flea eggS and flea larvae 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 
Kills flea eggs for up to (3 months) (90 days) 
Sterilizes and kills fleas 

• Sterilizes fleas for up to (3 months) (90 days) 
• Prevents all flea stages (adult fleas, flea eggs, flea pupae and flea larvae) 

Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 
With pyriproxyfen (IGR)" to break flea life cycle 
• insect growth regulator 
Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
Kill fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
Effective monthly control of adult fleas 
Kills fleas 
Easy to apply, control of (for) fleas that lasts for up to t month (4 weeks) 
Protects (your cat and kitten 8 weeks of age or older) from fleas for up to one month (4 weeks) 
Protects from fleas for up to one month (4 weeks) 
K1l!s adult fleas for up to one month (4 weeks) 

• Apply monthly (all year) for control and prevention of fleas 
Regular (monthly) use breaks the flea life cycle 
EFFtPRD"' PLUS Topical Solution for Cats (rapidly} kills fleas that may cause Flea Allergy Dermatitis (FAD) 
EFFIPRD"' PLUS Topical Solution for Cats kills fleas on your cat 
Kills adult fleas which may cause Flea Allergy Dermatitis (FAD) 
Kills fleas which/that may cause flea-bite anemia 
Fleas do not have to bite to die 
Protects your cat from flea infestation that may cause flea-bite anemia 
The successive feeding activity of fleas on cats may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis (FAD) 
Protects cats and kittens over 8 weeks of age from fleas for up to one month (4 weeks) 
Prevents flea (re-)infestation for up to one month (4 weeks) 

• Prevents flea eggs from hatching or developing into larvae or adult stages (for up to 90 days (3 months)) 

[Ticks} 

Kills all stages of Brown dog ticks, American dog ticks. Lone Star ticks, and Deer ticks (including those which [that] 
may transmit (carry) Lyme disease. Rocky Mountain Spotted Fever. babesiosis, ehrlichiosis, anaplasmosis and 
cytauxzoonosis) 
Kills ticks. including those that may transmit Lyme disease 
Kills ticks including Deer ticks (which may transmit Lyme disease). American dog ticks (which may transmit Rocky 
Mountain Spotted Fever), Brown dog ticks (which may transmit ehrlichiosis), and Lone Star ticks (which may transmit 
hepatozoonosis) for up to one month (4 weeks) 
Kills ticks including Deer ticks (which may transmit Lyme disease), American dog ticks (which may transmit Rocky 
Mountain Spotted Fever) and Brown dog ticks (which may transmit ehrlichiosis) for up to one month (4 weeks) 
Kills Brown dog ticks (Rhipicephalus spp). American dog ticks (Oennacentorvariabi/is), Deer ticks (IXodes spp), and 
Lone Star ticks (Amblyomma amen'canum) for up to one month (4 weeks) 
Kills Lone Star ticks (Amblyomma americanum) for up to 4 weeks (for up to one month) 

EPA Reg. No. 2382-XXX Pending Master Label, page 4 of5 
716120t2 
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Protects Cats and kittens from ticks for up to one month 

[Mosquitoes[ 
Kills mosquitoes 
Kills mosquitoes for up to 28 days 

[All others] 

Chewing lice infestations are rapidly eliminated 
May be used only on kittens from 8 weeks of age 
Begins working upon application 
Once monthly application 

• Single application lasts up to 4 weeks {one month) 
Easy and convenient application (applications) 
Easy to apply spot-on {topical) application 
Convenient, easy to apply 
Convenient to use (easy to apply) 
Convenient to use {easy to apply) topical application 
Convenient topical application (for cats) 
Easy, spot-on {topical) application 
Quick drying, non-greasy 
Available from licensed veterinarians 

• 1 {3, 6, 36) applicator{s) {tube[sD of 0.017 fi oz (0.5 mL) 
1 {3, 6, 36) applicator{s) {tube[s]) 0.017 fi oz {0.5 mL) 
1 {3, 6, 36) month{ly) dose{s) (application[s]) 
I applicator {tube) 1 month{ly) dose 
3 applicators {tubes) 3 {monthly) doses 
6 applicators {lubes) 6 {monthly) doses 
36 applicators {tubes) 36 {monthly) doses 
t applicator containing 0.017 fi oz {0.5 mL) 
3 (6,36) applicators each containing 0.017 fl oz {0.5 mL) 
Remains effective after exposure to sunlight 

• Remains effective after bathing 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 
Remains effective even after bathing 
Remains effective after exposure to rain and sunlight 
Still works after bathing, or exposure to sunlight 
EFFIPRO"' PLUS Topical Solution for Cats is effective after bathing, shampooing, water immersion, or sunlight 
exposure. 
Still works after exposure to sunlight 
Waterproof {remains effective after bathing and swimming) 

EPA Reg_ No_ 2382-XXX Pending Master Label, page 5 of 5 
716120t2 
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Efficacy Review 

Date: 

Efficacy Reviewer: 

June 19, 2012 

Clayton Myers, Ph.D., Entomologist, RD-IB 
------..:_ 

myers.clayton@epa.gov // l ~ 
703-347-8874 i c? 

'----~ 
Risk Manager Rev.: Bonaventure Akinlosotu 

Products: EFFIPRO Plus Topical Solution for Cats 

EPA Reg.#: 2382-Rll 

A.I.'s: Fipronil (9.5%), Pyriproxyfen (11.5%) 

Decision #s: 458840 

DP#s: 398337 

Submission: R310, New Products, RD Science Review 

MRJDs: Submitted: 48696915,48695015,48695016,48695017 

GLP: 

Cited: 43121114, 43121115, 43121116, 43121118, 43121119, 43121120, 
43121121,43121122,43444901,43577701,43577712,43577713, 
43951701,44088901,44942011,44942106,45620502,45620503, 
45628104,45628105,44850104,43577712,43121114,43121115, 
43121117,43121122,45620501,45628101,45628102,45628103, 
45628201,45628103,45628201,45866902,46019201,46019201, 
46006002,46019201,46019202, 

Not all 

Summary/Discussion of Submitted and Cited Efficacy Data: 

Efficacy claims are supported for control the following pests on cats for one month: 
1. Fleas (adults, eggs, and larvae). A six week duration claim is supported for flea 

adults, as it is caveated that treatment should be applied every four weeks under high 
flea pressure (same as claims accepted for pioneer fipronil products). Claims against 
flea eggs, flea larvae, prevention of all flea life stages, and breaking of the flea life 
cycle are supported for 3 months (90 days). 

2. Ticks (all stages, including Ticks that may transmit Lyme Disease) 
3. Mosquitoes 
4. Chewing Licei 

Page 1 of2 
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5. Submitted MRID's are summaries and/or extraneous to data requirements and are 
rated as supplementaL 

Specific Review of Label Claims and Directions: 

1. Throughout the label, for the mosquito claims related to speed of kill, "Kills mosquitoes 
within 24 hours for up to 7 days and within 48 hours for up to 28 days", all parentheses 
must be removed, as this implies optional text for the durations of control. 

2. Throughout the label, all references to disease claims which are open ended must be 
revised to only refer to specific diseases that may be transmitted by the targeted pest. For 
example, all text that can be interpreted as all-inclusive such as "including" prior to a list 
of diseases must be deleted. 

Page2 of2 
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April17, 2012 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Office of Chemical Safety and Pollution 
Prevention 

Office of Pesticide Programs 
Registration Division (7505P) 

CHILD RESISTANT PACKAGING REVIEW 

MEMORANDUM 

Subject: 

From: 

Through: 

To: 

Applicant: 

Name of Pesticide Products: 

Product Type: 

EPA File Symbols: 
DP Barcodes: 
Decision Nos.: 
MRIDs: 
Action Code: 
PC Codes: 

Effipro PLUS Topical Solution for Cats; 
Effipro PLUS Topical Solution for Dogs 
Insecticide (fleas, brown dog ticks, American 
dog ticks, Lone Star ticks and Deer ticks, 
mosquitos and chewing lice) 
2382-RII, -RIO 
0398339, 0398345, 0398776 
458840,459013 
none 
R310 
129121 
129032 

Fipronil 
Pyriproxyfen 

Breann Hanson, Biologist 6~ ~ 
Teclmical Review Branch (TRB) 

Registration Division (RD; -~5P) !I~ _;; ,/ ;/. ~~ 
Rosalind Gross, Ph.D. ·~--· 
TRB 
RD; 7505P 

Bonaventure Akinlosotu, RM Team I 0 
Insecticide Branch 
Registration Division (7505P) 

Virbac AH, Inc. 

FORMULATIONS FROM LABELS: 

Effipro PLUS Topical Solution for Cats; EPA File Symbol: 2382-Rll 
Active Ingredients: %by wt 
129121 Fipronil 9.5 
129032 Pyripoxyfen 11.5 

Effipro PLUS Topical Solution for Dogs, EPA File Symbol: 2382-RIO 
Active Ingredients: % by wt 
129121 Fipronil 9.7 
129032 Pyripoxyfen 2.9 
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PC Codes: 129121, 129032 
EPA Reg. Nos. 2382~RII, ~RIO 

SUMMARY: Based on the CRP Child Resistant Packaging (CRP) data previously reviewed by TRB (R. 
Gross, DP Barcodes: D379880, D381039, D379873 and D381040, EPA File Symbols: 2382-RIL, 2382-
RIA, 1/NOV/2010; and B, Hanson, DP Barcodes: D388132, D388130, EPA Reg. Nos. 2382-185,-186, 
5/JUL/2011), all Senior Adult Use Effectiveness (SA.UE) and Child Resistant Effectiveness (CRE) CRP 
testing data requirements have been met for the 1~, 3~, 6~ and 36~tube package presentations for the 0.67 
mL fill volume, the 1.34 mL fill volume, the 2.68 mL fill volume and the 4.02 mL fill volume for EPA 
File Symbol: 2382~RIO; as well as the 1~, 3~, 6~ and 36~ tube presentations for the 0.5 mL fill volume for 
EPA File Symbol: 2382~RII. All CRP Certifications for the aforementioned sizes for EPA Reg. Nos. 
2382~RII and 2382~RIO are acceptable. The labels submitted for 2382~RII (dated 13/DEC/2011) and 
2382~RIO (dated 14/DEC/2011) have the same instructions as those used in the SAUE testing for both 
2382~185, ~186 (see "Packaging" section, below). 

ACTION REQUESTED: The Risk Manager requests that TRB review applications for two new 
products, Effipro PLUS Topical Solution for Cats, EPA File Symbol: 2382~RII, and Effipro PLUS 
Topical Solution for Dogs, EPA File Symbol: 2382~RIO. The products are similar to two currently 
registered products, EPA Reg. Nos. 2382~ 185 and ~186 except the proposed products also contain the 
IGR pyriproxyfen. The registrant is citing the CRP data used in registration of2382~185, ~ 186. 

BACKGROUND: Virbac AH, Inc. (herein the "registrant") has applied to register 2 proposed products; 
for Effipro PLUS Topical Solution for Cats, EPA File Symbol: 2382~RII, and Effipro PLUS Topical 
Solution for Dogs, EPA File Symbol: 2382~RIO. Both proposed products are labeled for control of fleas, 
brown dog ticks, American dog ticks, Lone Star ticks and Deer ticks, mosquitos and chewing lice in 
dogs/puppies. 

According to information provided by the registrant, both of the proposed products employ the same 
single dose unit applicators that were previously CRP tested for 2382~ 185 and ~186. Those packages 
consisted of a white plastic tube with a white closure containing a pin and came in 3 different tube sizes 
with 5 fill levels. The proposed products will also use the same tube type and come in the same fill levels 
but will contain fipronil and pyriproxyfen. The tubes will consist of a 1 mL size tube with 0.5 mL of 
product for EPA File Symbol: 2382~RII; or a 1 mL size tube with 0.67 mL product, a 3 mL size tube with 
1.34 mL or 2.68 mL product, or a 6 mL size tube with 4.02 mL product for EPA File Symbol: 2382~RIO. 
The tubes come in packages of l~tube, 3~tubes, 6~tubes, or 36~tubes. 

The registrant has submitted CRP Self~Certification letters for both 2382-RII (dated 16/DEC/20 11) and 
2382-RIO (dated 19/DEC/20 11 ). 

PREVIOUS CONCLUSIONS of CITED CRP STUDIES: Based on the conclusions encompassing the 
two previous TRB memorandums for EPA Reg. Nos. 2382~185, ~186 (R. Gross, DP Barcodes: D379880, 
D381 039, D379873 and D381 040, EPA File Symbols: 2382-RIL, 2382-RJA, 1/NOV/201 0; and B. 
Hanson, DP Barcodes: D388132, D388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/20 11), all Senior 
Adult Use Effectiveness (SAUE) and Child Resistant Effectiveness (CRE) CRP testing data requirements 
were met for the 1 ~, 3-, 6~ and 36~tube package presentations for the 0.67 mL fill volume, the 1.34 mL fill 
volume, the 2.68 mL fill volume and the 4.02 mL fiU volume for EPA Reg. No. 2382~ 185; as well as the 
1 ~, 3~, 6~ and 36~ tube presentations for the 0.5 mL fill volume for EPA Reg. No. 2382~ 186. 

PACKAGING: The following description of the package is taken from a previous TRB memorandum 
(B. Hanson, DP Barcodes: D388132, D388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/2011): 

The package is a white plastic tube with a white closure containing a pin. The tube has a 
neck (cannula), which is sealed. The closure fits onto the tube neck. There is a pin 
recessed from the top of the closure. The closure pulls off the tube and is inverted and 
pushed down for the pin to puncture the tube neck. The closure is then removed to 
release the product. The tube is the child~resistant feature. 

Page 2 of6 
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PC Codes: 129121, 129032 
EPA Reg. Nos. 2382-RII, -RIO 

The tubes come in 3 different sizes with 5 fill levels of product: a 1 mL size tube with 0.5 mL product for 
EPA File Symbol: 2382-RII; and a 1 mL size tube with 0.67 mL product, a 3 mL size tube with 1.34 mL 
or 2.68 mL product, or a 6 mL size tube with 4.02 mL product for EPA File Symbol: 2382-RIO. The 
tubes will come in packages of 1-, 3-, 6-, or 36-tube configurations. 

The labels submitted for 2382-Rll (dated 13/DEC/2011) and 2382-RlO (dated 14/DEC/2011) have the 
same instructions as those used in the previous SAUE testing for both 2382-185, -186 (see below). 

The instruction given to seniors during CRP testing directed Seniors to "Please open one tube according 
to directions 1 & 2 on this paper. ....... " and the Seniors were provided the package insert and directed to 
the following instructions (from MRID 484100-02, 1710-057): 

TOXICITY: 

1.RI!ITIOVC one applicator from packaginJ;. 
Hold .applicator upright and remove c~p. 
2. Invert up and place other end ~ck onto applicator tip. Push cap down to break ~eal. 
Remove cap prior lo 1r~tment application. . . . . . _ . . . 
J. ?,ut pet's hair between shoulder bl.ades unbl ~km IS vrsrblc. Place applrcator up duectly agarn~t 
exposed skin. Squeeze applicaiOr to apply erltire contents to a single spot on pc1's sl:in. 
Avoid ~uper!icial application to pet's. hair. · · 
il. Oisc.1rd empty applic;:uor into ordinary household trash. 

0 

The toxicity of the product is based on the toxicity ofFipronil. The toxic or hannful amount ofFipronil 
for an 11.4 kg child is 2.5 mg/kg x 11.4 kg= 28.5 mg. 

Effipro PLUS Topical Solution for Cats; EPA File Symbol: 2382-Rll: Access to a toxic or harmful 
amount= 28.5 mg divided by [1046.3 mg/mL x 0.095 Fipronil] = 0.286 mL = 0.29 mL. 

Efflpro PLUS Topical Solution for Dogs; EPA File Symbol: 2382-RIO: Access to a toxic or harmful 
amount= 28.5 mg divided by [1032.5 mg/mL x 0.097 Fipronil] = 0.28 mL = 0.28 mL. 

Access to one tube represents a failure for a child for all sizes equal to or greater than 0.29 mL for EPA 
File Symbol: 2382-RII, and for all sizes equal to or greater than 0.28 mL for EPA File Symbol: 2382-
RIO. 
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PC Codes: 129121, 129032 
EPA Reg. Nos. 2382-Rli, -RIO 

Toxicity, Child Failure, and Package 

EPA File mL' fl. oz. b Product % Fipronil mg #unit= tox 
Symbol Density Fipronil /harmful amt 

2382-RII 0.5 

2382-RIO 0.67 

2382-RIO 1.34 

2382-RIO 2.68 

2382-RIO 4.02 

' ! mL 0.0338 fl. oz 
b! fl. oz.= 29.6 mL 

0.017 

0.023 

0.045 

0.09 

0.!36 

( mg/ml) 

! 046.3 9.5 49.7 I 

!032.5 9.7 67.1 I 

I 032.5 9.7 134.2 I 

1032.5 9.7 268.4 I 

1032.5 9.7 402.6 I 

FAILURE: For the purposes ofCRP testing a child failure is access to 1 unit. Access to 1 unit is more 
than 28.5 mg ofFipronil for all sizes equal to or greater than 0.29 mL for EPA File Symbol: 2382-Rll, or 
equal to or greater than 0.28 mL for EPA File Symbol: 2382-RIO. 

A unit failure is opening the tube or any partial or complete access to the placebo (water). 

A Senior Adult Use Effectiveness failure is failure to access the tube contents in the prescribed test time 
of 5 minutes for the first package or 1 minute for the second package, not accessing the tube contents in 
the correct manner in the prescribed test time of 5 minutes for the first package or 1 minute for the second 
package, not undersfanding the directions, or not opening the tube. 

CURRENT SUBMISSION: The registrant has submitted data matrices for both 2382-RII (dated 
16/DEC/2011) and ~RJO (dated 6/FEB/20 12). 

EPA File Symbol: 2382-RII: 

• The submitted data matrix for 2382-Rll cites the below noted MRIDs to fulfill all CRE and 
SAVE data requirements for the 1 mL tube, 0.5 mL fill volume for the 1-, 3-, 6, and 36-tube 
configurations. 

Tube Fill Tube Company Data MRID Study 
Size Volwne Presentation Acceptable 
mL mL #Tubes/ CRE SAUE 

Pkg. 
I 0.5 I X 48095215 Yes a 

I 0.5 I X 48095218 Yes a 

I 0.5 3 X 48410018 Yes 
I 0.5 3 X 48410019 Yes 
I 0.5 6 X 48095216 Yes 
I 0.5 6 X 48095219 Yes a 

I 0.5 36 X 48095217 Yes a 

I 0.5 36 X 48095220 Yes 3 

' R. Gross, DP Barcodes. D379880, D38!039, D379873 and D381040, EPA Frle Symbols. 2382-RIL, 
2382-RIA, 1/NOV/2010 
b B. Hanson, DP Barcodes; 0388132, 0388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/2011 
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PC Codes: 129121, 129032 
EPA Reg. Nos. 2382-RII, -RIO 

EPA File Symbol: 2382-RIO: 

• The submitted data matrix for 2382-RIO cites the below noted MRIDs to fulfill all CRE and 
SAVE data requirements for the 1 mL tube, 0.67 mL fill volume for the 1-, 3-, 6, and 36-tube 
configurations. 

Tube Fill Tube Company Data MRJD Study 
Size Volume Presentation Acceptable 
mL mL #Tubes/ CRE SAUE 

Pkg. 
I 0.67 1 X 48410001 Yes a 

1 0.67 1 X 48410002 Yes" 
1 0.67 3 X 48410007 Yes" 
1 0.67 3 X 48410008 Yes" 
1 0.67 6 X 48410003 Yes" 
1 0.67 6 X 48410004 Yes" 
1 0.67 36 X 48410005 Yes" 
1 0.67 36 X 48410006 Yes" 
" B. Hanson, DP Barcodes: D388132, D388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/2011 

• The submitted data matrix for 2382-RIO cites the below noted MRIDs to fulfill all CRE and 
SAUE data requirements for the 3 mL tube, 1.34 mL fill volume for the 1-, 3-, 6, and 36-tube 
configurations. 

Tube Fill Tube Company Data MRJD Study 
Size Volume Presentation Acceptable 
mL mL #Tubes/ CRE SAUE 

Pkg. 
3 1.34 1 X 48095221 Yes• 
3 1.34 1 X 48095224 Yes" 
3 1.34 3 X 48410009 Yesb 

3 1.34 3 X 48410010 Yesb 

3 1.34 6 X 48095222 Yes" 
3 1.34 6 X 48095225 Yes a 

3 1.34 36 X 48095223 Yes" 
3 1.34 36 X 48095226 Yes" 
• R. Gross, DP Barcodes. D379880, D381039, D379873 and D381040, EPA File Symbols. 2382-RJL, 2382-
RJA, 1/NOV/2010 
b B. Hanson, DP Barcodes: D388132, D388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/2011 

• The submitted data matrix for 2382-RIO cites the below noted MRIDs to fulfill all CRE and 
SAUE data requirements for the 3 mL tube, 2.68 mL fill volume for the 1-, 3-, 6, and 36-tube 
configurations. 

Tube Fill Tube Company Data MRlD Study 
Size Volume Presentation Acceptable 
mL mL #Tubes/ CRE SAUE 

Pkg. 
3 2.68 1 X 48095227 Yes a 

3 2.68 1 X 48410015 Yesb 

3 2.68 3 X 48410011 Yesb 

3 2.68 3 X 48410012 Yesb 

Page 5 of6 16



PC Codes: 129121, 129032 
EPA Reg. Nos. 2382-RII, -RIO 

3 2.68 6 
3 2.68 6 
3 2.68 36 
3 2.68 36 

X 48095228 Yes" 
X 48095231 Yes" 

X 48095229 Yes" 
X 48410016 Yesb 

' ' R. Gross, OP Barcodes. 0379880,0381039, 0_,79373 and 0381040, EPA File Symbols. 2382-RJL, 2382-
RJA, 1/NOV/2010 
b B. Hanson, OP Barcodes: 0388132, 0388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/2011 

• The submitted data matrix for 2382-RJO cites the below noted MRIDs to fulfill all CRE and 
SAUE data requirements for the 6 mL tube, 4.02 mL fill volume for the 1-, 3-, 6, and 36-tube 
configurations. 

Tube Fill Tube Company Data MRID Study 
Size Volume Presentation Acceptable 
mL mL #Tubes/ CRE SAUE 

Pkg. 
6 4.02 1 X 48095233 Yes" 
6 4.02 1 X 48095236 Yes" 
6 4.02 3 X 48410013 Yesb 
6 4.02 3 X 48410014 Yesb 
6 4.02 6 X 48095234 Yes" 
6 4.02 6 X 48410017 Yesb 
6 4.02 36 X 48095235 Yes" 
6 4.02 36 X 48095238 Yes" 
' R. Gross, OP Barcodes. 0379880, 0381039, 0379873 and 0381040, EPA File Symbols: 2382-RJL, 2382-
RJA, 1/NOV/2010 
b B. Hanson, OP Barcodes: 0388132, 0388130, EPA Reg. Nos. 2382-185 2382-186, 5/JUL/2011 

CONCLUSION: Since a child failure is access to 1 unit for EPA File Symbols: 2382-RII, -RIO, as with 
EPA Reg. Nos. 2382-185, -186, and there are no changes to the type of packaging used, the use 
directions, and all the tube sizes and fill levels are the same, all SAUE and CRE CRP testing data 
requirements have been met for the 1-, 3-, 6- and 36-tube package presentations for the 0.5 mL fill 
volume for EPA File Symbol: 2382-RII; as well as the 1-, 3-, 6- and 36- tube presentations for the 0.67 
mL fill volume, the 1.34 mL fill volume, the 2.68 mL fill volume and the 4.02 mL fill volume for EPA 
File Symbol: 2382-RIO. All CRP Self-Certifications are acceptable. The labels submitted for 2382-RII 
(dated 13/DEC/20 11) and 2382-RIO (dated 14/DEC/20 11) have the same instructions as those used in the 
previous SAUE testing for both 2382-185,-186. 

Note to PM: MRIDs 48095230 and 48095232, both listed on the submitted data matrix, were 
deemed unacceptable in TRB's previous review per R. Gross. The studies were later resubmitted 
and given new MRIDs, 48410015 and 48410016, respectively. MRIDs 48095230 and 48095232 
should be removed from the data matrix. 

Note to Registrant: Should any human experience/epidemiological evidence indicate a problem 
once the product is in the marketplace, the Agency reserves the right to reexamine this data 
comprehensively and to question the child resistance of the package involved. 

Page 6 of6 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

May 15,2012 

MEMORANDUM 

OFFICE OF CHE:I-IICAL SAFET\' 
AC\'D POLLUTION PREVENTIO;>; 

OFHCE OF PESTICIDE PROGRAMS 
REGISTRATION DIVISION (7505P) 

Subject: Name of Pesticide Product: EFFIPRO® PLUS TOPICAL SOLUTION FOR CATS 
EPA Reg. No. /File Symbol: 2382-RII 
DP Barcode: DP 398335 
Decision No.: 458840 
Action Code: R31 0 
PC Codes: 129032 (Pyriproxyfen: 11.5%) 

129121 (Fipronil: 9.5%) 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

To: Bonaventure Akinlosotu!Richard Gebken RM 10 

Registrant: 

Insecticide Branch 
Registration Division (7505P) 

VIRBAC AH, INC. 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
129121 Fiproni! 
129032 Pyriproxyfen 
Other lngredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

bywt. 
9.5% 

11.5% 
79.0% 

100.0% 

"For your review: R31 0. MRID 486950-10 to -14; for a Fipronil + Pyriproxyfen containing Spot-On 
for cats. Similar to 2382-186, except it contains the IGR pyriproxyfen. Submits prod chem., tox, 
efficacy and CAS data ... " 

I 
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BACKGROUND: 

The material received for review includes a proposed label, indicating the product is packaged in 
single-use applicators (1, 3, 6 or 36 applicators per package; each applicator contains 0.017 fl. oz. or 
0.5 mL of solution) for use on cats and kittens 8 weeks of age and older. Labeling includes the 
statement: "Wait at least 30 days before reapplication ofEFFIPRO® PLUS Topical Solution for Cats." 
There are five acute toxicity studies (MRID 48695010, acute oral toxicity study in rats; 48695011, 
acute dermal toxicity study in rats; 48695012, acute eye irritation study in rabbits; 48695013, acute 
dermal irritation study in rabbits; and 48695014, contact hypersensitivity in albino guinea pigs, 
Buehler test), and a waiver request for the inhalation toxicity study requirement. 

COMMENTS AND RECOMMENDATIONS: 

1. The acute toxicity studies in MRIDs 48695010-48695014 were reviewed by a contractor, 
Summetic. The resulting DER was reviewed by TRB, and the appropriate revisions, if necessary, 
were made. It is concluded that these five acute toxicity studies are acceptable, and can be used to 
support the registration of 2382-RJl. 

2. TRB has reviewed the acute inhalation toxicity study waiver request, and concludes that, based on 
the proposed product use and minimal potential inhalation exposure, this study can be waived and 
the product can be assigned to Toxicity Category IV by the inhalation exposure route. 

3. Based on the results of the acute toxicity studies, the following is the acute toxicity profile for 
2382-RII (EFFIPRO PLUS TOPICAL SOLUTION FOR CATS): 

Acute oral toxicity III Acceptable MRID 48695010 
Acute dermal toxicity III Acceptable MRID 48695011 
Acute inhalation toxicity IV Waived n/a 
Primary eye irritation Ill Acceptable MRID 48695012 
Primary dermal irritation IV Acceptable MRID 48695013 
Dermal sensitization Negative Acceptable MRID 48695014 

4. Based on the acute toxicity profile above, the following is the precautionary and first aid labeling 
for 2382-RII, as obtained from the TRB Label Review System. 

PRODUCT ID #: 002382-00188 

PRODUCT NAME: EFFIPRO® PLUS TOPICAL SOLUTION FOR CATS 

PRECAUTIONARY STATEMENTS 
SIGNAL WORD: CAUTION 

Hazards to Humans and Domestic Animals: 

Harmful if absorbed through skin. Harmful if swallowed. Causes moderate eye irritation. Avoid contact with 
skin, eyes or dothing. Wash thoroughly with soap and water after handling and before eating, drinking, 
chewing gum, using tobacco or using the toilet. Wear long-sleeved shirt and long pants, socks, shoes, and 
gloves. Remove and wash contaminated clothing before reuse. [Wear protective eyewear.]* 

*[Protective eyewear may be specified, if appropriate]. 
2 

19



First Aid: 

If on skin: 
-Take off contaminated clothing. 
-Rinse sk'm immediately with plenty of water for 15-20 minutes. 
-Call a poison control center or doctor for treatment advice. 

If swallowed: 
-Call a poison control center or doctor immediately for treatment advice. 
-Have person sip a glass of water if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor. 
-Do not give anything to an unconscious person. 

If in eyes: 
-Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
-Call a poison control center or doctor for treatment advice. 

NOTE TO PHYSICIAN: Note to PM/CRM/Registrant: The proposed label should contain a "Note to Physician", 
The following statements are suggested types of information that may be included, if applicable: - technical 
information on symptomatology; - use of supportive treatments to maintain life functions; - medicine that will 
counteract the specific physiological effects of the pestidde; - company telephone number to specific medical 
personnel who can provide specialized medical advice. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment You may also contact 1-800-xxx-xxxx for emergency medical treatment information. 

5. The basic CSF dated October 15, 2011 for 2382-RII should be reviewed and accepted by fhe TRB 
Chemistry Team. 

3 
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DATA EVALUATION RECORD 

PYRIPROXYFEN AND FIPRONIL 
[104.15; EFFIPRO® PLUS TOPICAL SOLUTION FOR CATS) 

STUDY TYPE: ACUTE ORAL TOXICITY- RAT [OCSPP 870.1100; OECD 425) 
ACUTE DERMAL TOXICITY-RAT [OCSPP 870.1200; OECD 402] 
ACUTE EYE IRRITATION- RABBIT [OCSPP 870.2400; OECD 405) 
ACUTE DERl'VIAL IRRITATION- RABBIT [OCSPP 870.2500; OECD 404) 
DERMAL SENSITIZATION- GUINEA PIG [OCSPP 870.2600; OECD 406) 

MRID: 486950-10,486950-11,486950-12,486950-13, and 486950-14 

Primary Reviewer: 
Donna L. Fefee. D.V.M. 

Secondary Reviewers: 

Prepared for 
Registration Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington. VA 22202 

Prepared by 
Summitec Corporation 

9724 Kingston Pike, Suite 602 
Knoxville, Tennessee 37922 

Task Order No. 3-C-09 

Signature: 
Date: 

Thomas C. Marshall Ph.D .. D.A.B.T. Signature: 
Date: 

Robert H. Ross. M.S., Program Manager Signature: 
Date: 

Quality Assurance: 
Angela M. Edmonds. B.S. Signature: 

Date: 

Disclaimer· 

DCWmiL L. F~L, tl€ 
APR 1 6 Z01l 

~~.~ 
APR 16 2012 

~~ ((!J3iMY1~ 
APR 16 2Jll1 

This review may have been altered subsequent to the contractor's signatures above. 
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EPA Reviewer: Byron T. Backus, Ph.D. 
Risk Manager (EPA): 10 

Date: May 15, 2012 

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies and one 
waiver request submitted for the proposed product, File Symbol 2382-RJI 

1. DP BARCODE: 398335 
2. PC CODES: 129032. 129121 
3. CURRENT DATE: May 15,2012 
4. TEST MATERIAL: 104.15; Batch FMA11123·6; 9.87% Fipronil and 12.03% Pyriproxyfen; 
colorless to yellowish liquid; density: 1.049 g/mL; pH: 7 (MRID 48695012) or 4·5 (MRID 
48695013); expiration date: November 2011; stored at room temperature; expected to be stable under 
study conditions. 
Study/Species/Lab MRID Results Tox Core 
Study# /Date Cat Grade 
Acute oral toxicity I rat 48695010 LD50 Females 2000 mg/kg bw 111 A 
Harlan Laboratories Ltd. Four tested in accordance with 

(Itingen, Switzerland) AOT425 StatPgrn (assumed 
Study #D34712/ October 20, sigma~0.5): 1 at 550 mglkg, 3 at 

2011 2000 mg/kg. 
OCSPP 870.11 00; OECD 425 550 mg/kg: no deaths, abnormal 

clinical signs, bw effects, or gross 
findings. 
2000 mg/kg: 1 death (day 7 [dosed 
on day 1 ]); clinical signs: on day 1, 
ruffled fur in 3/3, decreased activity 
113; one survivor had hunched 
posture, visible weight loss, and/or 
ruffled fur days 6-10; both 
survivors lost wt days 1-8 and 
gained days 8-15, but one had net 
wt loss over days 1-15; gross 
necropsy findings of hemorrhagic 
fluid in the lungs and abnormal 
black/brown jejunal contents in the 
decedent. 
Deviations from OCSPP 
870.11 00/0ECD 425: animals 
were 11-13 weeks of age, rather 
than 8-12 weeks of age; no 
rationale provided/or use of 
starting dose different from default. 

5 
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Acute dennal toxicity I rat 486950 II LDso > 2000 mg/kg (both sexes) lil A 
Harlan Laboratories Ltd. No deaths, abnormal systemic 

(Itingen, Switzerland) clinical signs, or abnormal gross 
Study #D34723/ October 21, findings; BW affected: 515 females 

2011 and 213 males lost weight during 
OCSPP 870.1200; OECD 402 days 1-8 but had net BW gain over 

days 1-15; local effects: erythema 
on 2 males and 1 female day 2 
(resolved by day 4), desquamation 
and/or focal crusts on all animals 
beginning days 5-7 (resolved by 
day 15). 
Note: It is unclear whether the size 
of the dose site really was 10% of 
the body surface area (BSA). The 
study author stated that application 
sites were approximately 10% of 
body surface area, but it was also 
stated that application sites were 
covered by a gauze pad measuring 
-25 cm2

, which, according to 
standard formulas, would be less 
than 10% of the BSAfor rats in the 
BW range used in this study (202.1-
280.5 g). 

Acute inhalation toxicity I rat n.a. Waiver recommended on basis of (IV) w 
product use (pet spot-on) and 
minimal inhalation exposure. 

Primary eye irritation I rabbit 48695012 Use of anesthetic not mentioned. lil A 
Harlan Laboratories Ltd. No corneal or iridial effects seen. 

(Itingen, Switzerland) Conjunctival redness present in 313 
Study #D34734/ October 26, eyes at 1 hr through 7 days and in 

2011 213 and 113 eyes at 10 and 14 days 
OCSPP 870.2400; OECD 405 post instillation (score=1-2). 

Conjunctival chemosis and 
discharge seen at 1 hour, in I eye 
and 2 eyes, respectively (score= I), 
and not seen thereafter. Slight to 
moderate scleral reddening seen in 
3 eyes at 1-24 hours and in 2 eyes 
at 48 and 72 hours. "Positive" 
conjunctivitis resolved within 72 
hours. 
MMTS~4.67, at I hour; 
Mildly irritating (per Kay and 
Calandra). 
Classified based on resolution of 
"positive" irritation within 7 days 
or less. 
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Primary dermal irritation I 48695013 PDI at 72 hours-0.00 IV A 
rabbit There were no observations of 

Harlan Laboratories Ltd. erythema, edema, or other dermal 
(Itingen, Switzerland) effects on any animal at any time 

Study #D34745 I October 20, point. 
2011 "Nonirritant" based on US EPA 

OCSPP 870.2500; OECD 404 I 0988). 
Dermal sensitization I guinea 48695014 Tested using Buehler method -- A 

pig 100% (undiluted) test material used 
Harlan Laboratories Ltd. for induction and challenge. No 

(Fullinsdorf, Switzerland) irritation seen on any animal at any 
Study #D34756 I October 28, time point. 

2011 Not a sensitizer 
OCSPP 870.2600; OECD 406 Positive control study provided. 

Deficiency: It appears that in the 
positive control study the testing 
lab was not able to identify the 
HNIC; two challenge 
concentrations (neither of which 
was a HNIC) were selected, based, 
in part, upon historical results. 
Results of initial challenge were 
equivocal, and a re~challenge was 
necessary. "Correct" results were 
attained, but the laboratory has not 
necessarily demonstrated 
proficiency. 

Core Grade Key: A -Acceptable, S- Supplementary, U- Unacceptable, D- Data Gap, W
Waived 
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May 18,2012 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLl!TlON PREVENTION 

OFFICE OF PESTICIDE PROGRA,\JS 
REGISTRATIO:"i DIVISION (7505P) 

MEMORANDUM 

Subject: Name of Pesticide Product: EFFIPRO® PLUS TOPICAL SOLUTION FOR CATS 
EPA Reg. No. /File Symbol: 2382-RII 
DP Barcode: DP 398338 
Decision No.: 458840 
Action Code: R310 
PC Codes: 129032 (Pyriproxyfen: 11.5%) 

129121 (Fipronil: 9.5%) 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

(3..,....... '/. 0 ...J..-...-. 
I'll£ l 18) ')..c < L. M 

To: Bonaventure Akin1osotu/Richard Gebken RM 10 
Insecticide Branch 
Registration Division (7505P) 

Registrant: VIRBAC AH, INC. 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
129121 Fipronil 
129032 Pyriproxyfen 
Other Ingredient(s): 

TOTAL 

ACTION REQUESTED: The Risk Manager requests: 

bywt. 
9.5% 

11.5% 
79.0% 

100.0% 

·c~· 

"For your review: R31 0. MRID 486950-18 & 19; for a Fiproni1 + Pyriproxyfen containing Spot-On 
for cats. Similar to 2382-186, except it contains the IGR pyriproxyfen. Submits prod chem., tox, 
efficacy and CAS data ... " 
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BACKGROUND: 

The material received for review includes a proposed label, indicating the product is packaged in 
single-use applicators {1, 3, 6 or 36 applicators per package; each applicator contains 0.017 fl. oz. or 
0.5 mL of solution) for use on cats and kittens 8 weeks of age and older. Labeling includes the 
statement: "Wait at least 30 days before reapplication ofEFFIPRO® PLUS Topical Solution for .Cats." 
There are two documents for review, MRID 48695018 titled: "Summary of Companion Animal 
Safety Data for Effipro Plus Topical Solution for Cats (Fipronil 9.5% and Pyriproxyfen 11.5% End 
Use Product) and MRID 48695019 titled: "Tolerance Study by Cutaneous Application (Spot-On) in 
Young Cats." In addition, the data matrix indicates the registrant is citing the following additional 
MRIDs to satisfy the 870.7200 (cat) companion animal safety data requirements: 43272401, 
43444904, 43577711, 43863801, 43121112, 44942009 (all from Merial) and 44850103. 

COMMENTS AND RECOMMENDATIONS: 

1. The following is a listing of the MRIDs cited by the registrant and the corresponding citation 
references as obtained from OPPIN and summaries from !HAD: MRlD 43272401: Schwartz, E. 
(1994) Domestic Animal Safety Study ofRM160 1 C 0.25% Topical Spray in Juvenile Cats: 
Interim Report: Lab Project Number: 94424. Unpublished study prepared by White Eagle 
Toxicology Lab. 112 p. [according to OPPIN the product supported by this study was 65331-EUP-
1; there is no record of a review ofMRID 43272401 in !HAD]; 43444904: Schwartz, E. (1994) 
Domestic Animal Safety Study ofRM160 1 C Topical Spray (Frontline Spray Treatment) in 
Juvenile Cats: Lab Project Number: 94424: PS-234DAS. Unpublished study prepared by White 
Eagle Toxicology Labs. 168 p. [a DER for this study is in TXR 011405; groups of 4M & 4F 
domestic short hair kittens(:': 8 weeks) were treated with either !X (6 mL/kg), or 5X RM1601C 
(0.25% fipronil) at IX (6 mL/kg), or with 5X the formulation vehicle; kittens were treated once a 
month for 3 months; the study demonstrated at least a SX margin of safety in kittens}; 43863801: 
Cameron, D.; Maltby, B. (1995) Domestic Animal Safety by Topical Administration to Cats: 
Fipronil Spot Treatment: Lab Project Number: MRX 24/950746. Unpublished study prepared by 
Huntingdon Research Centre, Ltd. 174 p. [a summary for this study is in TXR 0051187; the test 
material was a 9.7% fipronil spot-on formulation, dosages tested: untreated control; vehicle 
control (5X); lX, 3X and 5X once a month for 6 months. [From p. 20 ofMRID 43863801 the !X 
dose was 0.25 mL/kg; the 3X dose was 0.75 mL/kg and the 5X dose was 1.25 mL/kg. No 
treatment-related effects; animals were not treated at the indicated (presumably 0.5 mL) dosages 
until the fourth treatment when they were approximately 24 months (probably should be 24 weeks, 
as they were 12 weeks old at first treatment) old and the mean body weights for both males and 
females had reached 2.0 kg. HED classified the study as adequate since three treatments were 
applied at 0.5 mL]. MRID 43121112: Arnaud, J.; Consalvi, P. (1993) Domestic Animal Safety: 
Assessment of the Tolerance of a 0.25% RM 1601 Spray Formulation in Cats at 3, 9, and 15 ml/kg 
\Vhen Applied 6 Times to the Haircoat at 28 Day Intervals: Revised: Lab Project Number: CLI 
137. Unpublished study prepared by Rhone Merieux, lnc. 62 p. [From TXR 0010923: Groups of 
three male cats were topically administered six treatments of the 0.25% fipronil formulation at 
dosages of either 0, 3, 9 or 15 mL/kg (0, 7.5, 22.5 and 37.5 mL/kg, respectively) at 28 day 
intervals; the proposed recommended dose for cats is 3-6 mL!kg ... Classification: Unacceptable 
because: 1) the highest dosage level was not at 5X the highest recommended dose; 2) only three 
male cats per dosage group were included in the study; and 3) the study was not conducted in 
compliance with GLP regulations]. MRID 44942009: Clery, D. (1999) Fipronil/(S)
Methoprene/Topical/Solution!Target Species Safety Study in the Cat: Interim Final Report: Lab 
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Project Number: GBO 11/99-001: PR&D 0023301. Unpublished study prepared by Biological 
Labs. Europe Ltd. 127 p. {OPPTS 870.7200}[From TXR 5001487: a formulation containing 
fipronil, 10% w/v, and S-methoprene, 12% w/v, was topically applied at dose levels of05 mL 
(IX), 1.5 mL (3X) or 2.5 mL (5X the maximum recommended dose) to groups of6M and 6F 
kittens (52-59 days old at the start of the study). Controls were not dosed. Animals were treated 
on Study Day 0 and again on Study Day 28. There were no indications of toxicity, and the study 
was classified as acceptable]. 

2. The study in MRID 44850 I 03: Fabreguettes, C. (1998) Tolerance Study by Cutaneous 
Application (Spot On) in Cats: Pyriproxyfen I 0% Spot On for Cats: Lab Project Number: 636.29. 
Unpublished study prepared by Centre International de Toxicologie (C.I.T.). 254 p was previously 
reviewed and classified as acceptable [TXR 5002262: A formulation containing 10% pyriproxyfen 
as sole active was topically applied to groups of 3M and 3F 3-month old kittens for two periods of 
3 consecutive days (days 1, 2. 3 and then days 19, 20, 21) at IX (0.6 mL!treatment), 2X (1.2 mLI 
treatment) and 3X (1.8 mL/treatment), with doses equal to 3X, 6X and 9X over each 3-day dosing 
period. Although no single daily application of pyriproxyfen exceeded a 3X dosing level, a 
cumulative 6X exposure was achieved by the second day and a cumulative 9X exposure by the 
third day. The kittens used in this study were 3 months old.]. 

3. The material in MRJD 48695018 and the companion animal (kittens) safety study in MRJD 
48695019 were reviewed by Sununitec Corporation and DERs were prepared. TRB secondarily 
reviewed these DERs and made revisions as appropriate. Refer to the attached DERs for 
comments and conclusions. 

4. TRB concludes that the companion animal safety studies cited by the registrant adequately support 
the use of this formulation at a dosage rate of 0.5 mL/kg on a once-a-month (or every 4 weeks) 
basis. However, as noted in the review for MRID 44850103, there is insufficient support for 
labeling this product for use in 8-week-old kittens. In MRID 44850103, the 10% Pyriproxyfen 
Spot On was tolerated when applied at three times the proposed dose rate over two periods of 
three consecutive days (days 1, 2, and 3 and then days 19, 20, and 21), but this study used l2-
week-o1d, not 8-week-old kittens. In 48695019, deaths oftlrree ~4-week-old kittens were 
considered potentially related to toxicity of the vehicle. It is concluded that the use of this 
formulation (which includes the solvent) on 12-week-old kittens is acceptable, but that an 
adequate margin of safety has not been demonstrated for 8-week-old kittens. 

5. The registrant has proposed the statement: "Consult a veterinarian before using on medicated, 
debilitated or aged cats." However, the registrant has not submitted or cited data regarding the 
safety of this formulation (which would include the vehicle) on pregnant or nursing animals. 
Therefore the statement must be revised to: "Consult a veterinarian before using this product on 
debilitated, aged, pregnant or nursing animals" as indicated in PR Notice 96-6. 
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DATA EVALUATION RECORD 

PYRIPROXYFEN AND FIPRONIL 
[EFFIPROTM PLUS TOPICAL SOLUTION FOR CATS] 

STUDY TYPE: COMPANION ANIMAL SAFETY- CATS/KITTENS; 
NON-GUIDELINE DATA COMPILATION 

Primary Reviewer: 
Donna L. Fefee. D.V.M. 

Secondary Reviewers: 
Robert H. Ross. M.S. 

MRIDS 486950-18 

Prepared for 

Registration Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
One Potomac Yard 

2777 South Crystal Drive 
Arlington, VA 22202 

Prepared by 

Summitec Corporation 
9724 Kingston Pike, Suite 602 
Knoxville, TeiU1essee 37922 

Task Order No. 3-C-08 

Signature: 
Date: 

Signature: 
Date: 

Robe11 H. Ross, M.S .. Group Leader Signature: 

Quality Assurance: 
Angela M. Edmonds. B.S. 

Disclaimer 

Date: 

Signature: 
·Date: 

J)ovvrRL Fe&, tiE 
APR t7 2012 

~\.\~ 
APR I 11012 

~ \"fR 1'+2n~ ~ 'Y.l_ 

Rt~-Jt-4"- dl, Givn~ 
APR 17 2012 

This review may have been altered subsequent to the contractor's signatures above. 
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EPA Reviewer: Byron T. Backus, Ph.D. Signature: (1 ~ · () 
Technical Review Branch, Registration Division (750SP) Date: 

EPA Secondary Reviewer: Masih Hashim, Ph.D., D.V.M. 
Technical Review Branch, Registration Division (7505P) 

Signature: ---~~__tlbJJ'::1 ===-
Date: 0-

Template version 02106 

I DATAEVALUATIONRECORD I 

STUDY TYPE: Companion Animal Safety in Cats/Kittens; Data Compilation; Non-guideline 

PC CODES: 129032, 129121 DP BARCODE: 398338 

TEST MATERIAL (PURITY): EffiproTM Plus Topical Solution for Cats (9.5% Fipronil and 11.5% 
Pyriproxyfen) 

SYNONYMS: None provided. 

CITATIONS: Villard, I. (20 II) Summary of companion animal safety data for EffiproTM Plus 
Topical Solution for Cats. Isavet Biosciences, Clichy sous Bois, France. Study 
Number Virbac 104.15-1, December I, 2011. MRID 48695018. Unpublished. 

SPONSOR: Virbac AH, Inc., P.O. Box 162059, Fort Wortb, Texas. 

EXECUTIVE SUMMARY: Virbac AH has submitted a summary of the currently available 
companion animal safety data for the end-use product Effipro™ Plus Topical Solution for Cats 
(MRID 48695018). EffiproTM Plus Topical Solution for Cats is an end-use product, which contains 
Fipronil at the commonly used dose rate for Fipronil-only spot·on products and also contains 
Pyriproxyfen in order to provide a 6·week claim for flea eggs and larvae. According to the study 
author, the commonly used dosage for Fipronil is 50 mg/animal, and the intended dosage of 
Pyrprioxyfen in this end·use product is 60 mg/animal. According to sample labeling (provided with 
MR!Ds 48695010,48695011,48695012,48695013, and 48695014), the product isintended for use 
on cats &.weeks-old and older, and the proposed retreatment interval is ?::30 days. 

The author of the compilation states that the many previous safety studies and more than 15 years of 
use have demonstrated the safety ofFipronil and Pyriproxyfen when these two active ingredients are 
used separately on cats and kittens at the dose levels proposed for Effipro™ Plus Topical Solution for 
Cats. The author also states that safety studies conducted with a Pyriproxyfen spot-on in young and 
very young kittens confirmed that Pyriproxyfen is well tolerated at the proposed dose rate and at 
exaggerated doses [i.e. applied at three times the proposed dose rate over two periods of three 
consecutive days (days 1, 2, and 3 and then days 19, 20, and 21 )]. The study author concludes that 
existing safety data support the registration of Effipro™ Plus Topical Solution for Cats. 

Data Citations: 

I. Fipronil: The study author cited MRIDs 43272401,43444904,43863801,43121112, and 
44942009, which were stated to be OCSPP 870.7200 companion animal safety studies with 
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Frontline® Top Spot® for Cats (or a 0.25% Frontline® spray product) in cats. Copies of the DERs 
were not provided. 

2. Pyriproxyfen: The study author cited MRIDs 44850103 and 48695019, which were OCSPP 
870.7200 companion animal safety studies with a 10% Pyriproxifen Spot On in kittens (12 weeks 
of age in MRID 44850103 and 4 weeks of age in MRID 48695019. A copy ofthe DER for MRID 
44850103 was provided. MRID 48695019 was submitted concurrently v.r:ith the data compilation 
study. 

Reviewer's Comments: The reviewer agrees that the documentation provides support for the levels 
of the active ingredients that were chosen in formulating the end-use product. However, this new end
use product should be evaluated in a companion animal safety study in 8-week-old kittens in order to 
support that claim. While the active ingredients have been shown to be safe when dosed separately at 
these doses in the vehicle(s) used for Frontline® Top Spot® for Cats and the 0.25% Frontline® spray 
product, the combination of active ingredients and/or the vehicle used in EffiproTM Plus Topical 
Solution for Cats at the proposed dose level of 0.5 mL!kitten may be associated v.r:ith an inadequate 
margin of safety. 

There is insufficient support for labeling this product for use in 8-week-old kittens. In MRID 
44850103, the 10% Pyriproxyfen Spot On was tolerated when applied at three times the proposed 
dose rate over two periods of three consecutive days (days 1, 2, and 3 and then days 19, 20, and 21), 
but this study used 12-week-o1d, not 8-week-o1d kittens. In 48695019, deaths of three -4-week-old 
kittens were considered potentially related to toxicity of the vehicle. It is concluded that the use of 
this formulation (which includes the solvent) on 12-week-old kittens is acceptable, but that an 
adequate margin of safety has not been demonstrated for 8-week-old kittens. 

COMPLIANCE: Signed and dated GLP and Data Confidentiality statements were provided; 
according to the GLP statement, because it is a "compilation document," this document is not subject 
to the requirements of 40 CFR Part 160. 
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DATA EVALUATION RECORD 

PYRIPROXYFEN AND FIPRONIL 
[636.29] 

STUDY TYPE: COMPANION ANIMAL SAFETY STUDY- KITTENS; 
NON-GUIDELINE 

Primary Reviewer: 
Donna L. Fefee. D.V.M. 

Secondary Reviewers: 

MRIDS 486950-19 

Prepared for 

Registration Division 
Office of Pesticide Programs 

U.S. Environmental Protection Agency 
One Potomac Yard 

2777 South Crystal. Drive 
Arlington, VA 22202 

Prepared by 

Summitec Corporation 
9724 Kingston Pike, Suite 602 
Knoxville, Tennessee 37922 

Task Order No. 3-C-08 

Signature: 
Date: 

Thomas C. Marshall, Ph.D .. D.A.B.T. Signature: 
Date: 

Robert H. Ross, M.S., Group Leader · Signature: 
Date: 

Quality Assurance: 
Angela M. Edmonds. B.S. Signature: 

Date: 

Disclaimer 

J).o;,yY)tJ, L r:::.:h .t•£ 
APR 16 2BJZ 

!hamGP C.!llau:JWf. AE. 

APR 16 1011 

~~~i7i!~ 
fdi/t#lfl ,41 Edtnrtti= 

APR 16 2012 

This review may have been altered subsequent to the contractor's signatures above. 
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EPA Reviewer: Byron T. Backus, Ph.D. 
Technical Review Branch, Registration Division (7505P) 

EPA Secondary Reviewer: Masih Hashim, Ph.D., D.V.M. 
Technical Review Branch, Registration Division (7505P) 

Signature: 
Date: 

I DATAEVALUATIONRECORD I 

STUDY TYPE: Companion Animal Safety Study -Kittens; Non-guideline 

Template version 02/06 

PC CODES: 129032, 129121 DP BARCODE: 398338 

TEST MATERIAL (PURITY): 636.29 (10.31% pyriproxyfen; Batch #MS-7134) 

SYNONYMS: None provided. 

CITATIONS: Fabreguettes, C. (1998) Tolerance study by cutaneous application (spot-on) in young 
cats. Centre International de Toxicologie (C.LT.), Miserey, Evreux, France. Study 
Number 15658 TSF, February 13, 1998. MRID 48695019. Unpublished. 

SPONSOR: Laboratoires Virbac, lE:re Avenue- 2065 m- L.I.D., 06516 Carras, France. 

EXECUTIVE SUMMARY: In a juvenile companion animal safety study (MRID 48695019), 
636.29 (10.31% pyriproxyfen; Batch #MS-7134) was applied topically to groups of three male and 
three female approximately one-month-old kittens at IX (0.6 mL) or 3X (1.8 mL) the intended dosing 
volume (doses in mg/kg bw not available) for tv.ro periods of three consecutive days (days I, 2, and 3 
and then days 19, 20, and 21) and observed for 16 days. "Excipient 636.29" (Batch No. LC 6142-1) 
was applied in identical manner to a control group of three male and three female animals at a dosing 
volume of 1.8 mL so that the animals were exposed to the inert ingredients at the maximum levels that 
would appear in a 3X treatment with the formulation. Replacement animals (tv.ro vehicle control 
females and one 3X female) were added to the study due to mortalities. These animals were treated 
for one period of three consecutive days (days I, 2, and 3) and observed for 16 days. All surviving 
animals were sacrificed and necropsied at the end of the study with subsequent microscopic 
examination of the treated skin and normal skin. [Note: sacrifice and necropsy are not required under 
OCSPP 870.7200 or the draft version of the guideline that was in effect at the time the study was 
conducted.] 

One 3X main-study female was sacrificed on day 10 due to observations of tremors, moderate 
decrease in activity, marked weight loss, moderate dehydration, and cold to the touch. One vehicle 
control main-study female was found dead on day 12 follo-wing observations oflateral decubitus, cold 
to the touch, dehydration, hypokinesia, emaciation, and difficulty breathing. An additional vehicle 
control main-study female was sacrificed on day 14 due to decrease in activity, dehydration, 
prostration, weight loss, and tremors. All showed clinical chemistry alterations and gross and 
microscopic findings consistent with acute renal failure due to acute tubular necrosis. Specifically, 
urea nitrogen, creatinine, potassium, and inorganic phosphorus levels were elevated, and kidneys 
grossly were pale with an irregular surface with microscopic changes that included tubular epithelial 
degeneration and/or necrosis, tubular dilatation -with flattened epithelium, and vacuolated tubular cells, 
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with proteinaceous casts and/or interstitial hemorrhage and mononuclear cell aggregation in two 
animals. Although these deaths may be due to maternal rejection/poor feeding, or even infectious 
disease, they have to be considered as potentially treatmentRrelated. Given the absence of deaths 
among IX animals and the deaths in control kittens dosed with 3X vehicle, the nephrotoxicity 
suggests an association with an ingredient in the vehicle. 

There were no treatmentRrelated effects on hematology, clinical chemistry, and coagulation 
parameters, electrocardiography, or ophthalmology, and body weight did not appear to be affected in 
survivors. 

Compared to untreated skin, treated skin of the animals of all groups had increased incidences of 
hyperkeratosis, inflammatory cell infiltration of the upper dennis (including granulocytes in some 
cases), and mast cell infiltration of the dermis, and acanthosis was only noted in treated skin. Given 
the similar incidences and severity across all groups, this difference may reflect a local, irritative 
effect of the vehicle; however, it is also possible that the difference is related to the samples being 
taken from different regions of the body. 

Due to the occurrence of potentially treatment-related mortalities and coinciding clinical 
chemistry alterations and gross and microscopic changes consistent with acute renal failure due 
to acute tubular necrosis, it is concluded that a 3X margin of safety was not demonstrated under 
the conditions used in this study. 

This companion animal safety study in kittens is Unacceptable/Non-guideline. Because dosing was 
at less than 5X the label recommendation and because there were only three kittens per sex per group, 
the study does not satisfy the guideline requirement for a companion animal safety study (OCSPP 
870. 7200) in kittens. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. 

I. MATERIALS AND METHODS 

A. MATERIALS: 

1. Test Material: 
Description: 

Batch#: 

Purity: 

Compound Stability: 

CAS#: 

636.29 
Colorless liquid contained in plastic pipettes 

MS-7134 

10.3 I% pyriproxyfcn; 0.02028% butylhydroxyanisol (BJIA) 

Expiration date: May 1999; stored at room temperature, protected from light. 

Not provided. 

2. Vehicle and/or positive control: "Excipient 636.29" (Batch No. LC 6142-1) was used as a 
controL This was a colorless liquid (first receipt) or a pale yellow liquid (second receipt). 
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3. Test animals: 
Species: Cat 

Breed: !CO: Fee Eur (Tit) 

Age/weight at study initiation: Initial study animals: approximately I month/Males: 319-537 g; Females: 327-455 g 
Replacement animals: approximately 1.5 months/Females: 510-574 g. 
Age/weight of dams not reported. 

Source: Iff a Credo, I' Arbresle, France 

Housing: Housed with littcrmates and dams in stainless steel cages (acclimation) 

Diet: Complete Diet For Cats, Expanded Pellets (U.AR. Villemoisson-sur-Orge, France), ad 
libitum 

Water: Ad libitum tap water 

Environmental conditions: Temperature: 20±5° C. 
Humidity: 50±20% 
Air changes: -12 per hour 
Photoperiod: 12 hrs light/12 hrs dark 

Acclimation period: Seven days 

B. STUDY DESIGN: 

1. In life dates: Start: September 9, 1997; End: October 16, 1997. 

2. Animal assignment: Study design is given in Table I. Healthy animals were selected for 
inclusion in the study according to the results of pretreatment clinical examinations, hematology, 
and clinical chemistry. The original animals were allocated by a random procedure to groups I 
through 3 by litters and according to body weight so that the average body weight of each group 
was similar. It was unclear whether this meant that all of the animals in a given group were from 
the same litter. Following the death or moribund sacrifices of three kittens (during days 10-14), 
three replacement animals were assigned and treated at the same time as the initial (main study) 
animals were in their second treatment period. 

Table 1. Study design ' 
Dosing volume Schedule" Number assigned 

Test Group 
(mUanimal) 

Treated Killed Males Females 

Main Study 

1. Vehicle control (3X) 1.8 3 3 

2.1X 0.6 
Days 1, 2, 3, 19, 

Day37 3 3 20, and 21 
3.3X 1.8 3 3 

Replacements 

4. Vehicle control (3X) 1.8 0 2 

1.8 
Days I, 2, and 3 Day20 

0 I 5.3X 

' Data taken from pp. 10, 14, and 23-24, :MRIO 48695019. 

b Days I, 2, and 3 for the replacement animals were the same calendar days as days 19, 20, and 21 for the main study animals. 

3. Dose selection rationale: The dose levels were selected by the sponsor. According to the study 
author, the study design was intended to comply with EPA's draft OPPTS 870.7200 guideline 
[now OCSPP 870.7200] and E.E.C. Recommendation No. 92/18/E.E.C., March 20, 1992. The 
intended therapeutic dose is 0.6 mL/cat, and the dose levels chosen for the study are IX and 3X 
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the therapeutic dose level. According to sample labeling (provided with MRIDs 48695010, 
48695011, 48695012, 48695013, and 486950 14), the proposed retreatment interval is 2:30 days. 

4. Treatment: The control or test material, as appropriate, was applied topically to the skin at the 
base ofthe skull after first parting the hair at the application site. The control substance was 
applied using a 2-mL disposable syringe, and the test material was applied using either one or 
three 0.6-mL pipettes for the IX and 3X animals, respectively. Treatments were applied once per 
day, at approximately the same time each day, on days 1, 2, 3, 19, 20, and 21 for the main study 
animals and on days 1, 2, and 3 for the complementary (replacement) animals. [Days 19, 20, and 
21 for the main study animals were the same calendar days as days 1, 2, and 3 for the 
complementary animals, i.e. September 27, 28, and 29, 1997.] 

5. Statistics: Body weight, electrocardiography, hematology, and blood biochemistry data were 
analyzed. The Kolmogorov-Lilliefor's test was used to evaluate whether the data were normally 
distributed. For comparison of three or more groups, data with a normal distribution were 
assessed for homogeneity of the variance between groups using Bartlett's test and then further 
analyzed using either Dunnett's test or Dunn's test for homogeneous or heterogeneous variances, 
respectively. For comparison of two groups, the data were analyzed using Fisher's test followed 
by Student's test if the variances were homogeneous or the Mann-Whitney U test if the variances 
were heterogeneous. Data that were not normally distributed were re-evaluated following 
logarithmic transformation. If transformation resulted in a normal distribution, the data were 
evaluated as detailed above. Otherwise the untransformed data were analyzed using Dunn's test. 

C. METHODS: 

1. Observations: The animals were observed cages ide at least twice daily for mortality and 
moribundity. Clinical signs were observed and recorded at least once daily, at approximately the 
same time each day. On treatment days, the kittens were kept apart from the mother for 
approximately one hour after treatment in order to prevent the mother from licking the kittens 
immediately after the test material was applied, and additional observations of clinical signs were 
made once per hour for four hours following treatment. Licking between the kittens and licking of 
the kittens by the mother were also observed and recorded on treatment days. 

2. Body weight: The kittens were weighed once prior to allocation, on the first day of treatment, and 
weekly thereafter. 

3. Food consumption: Food consumption was not measured. 

4. Hematology and clinical chemistry: Pre-treatment, day 4, and day 22 (main study only), blood 
for hematology, clinical chemistry, and coagulation evaluation was collected from the jugular or 
cephalic vein without anesthesia or prior fasting. Complete evaluations were also conducted on 
the animals that died or were sacrificed ahead of schedule. The CHECKED (X) parameters were 
examined. Additional sampling for urea and creatinine evaluation was done on day 10 for the 3X 
main-study and replacement animals and on day 28 for the surviving vehicle control and 3X main
study animals. 
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a. Hematology: 

' 
' 

X Hematocrit (HCT)* X Leukocyte differential count* 

X Hemoglobin (HGB)* X Mean corpuscular HGB (MCH)* 

X Leukocyte count (WBC)* X Mean corpusc. HGB conc.(MCHC)* 

X Erythrocyte count (RBC)* X Mean corpusc. volume (MCV)* 

X Platelet count x' Reticulocyte count 

Blood clotting measurements Morphology (blood smear) 

X (Thromboplastin time)* X Fibrinogen 

(Clotting time) 

X (Prothrombin time)* 

Recommended for com pam on ammals safety evaluatiOn based on OCSPP 870.7200. 

Smears were prepared, but reticulocytes were not counted if anemia was not present. 

b. Clinical Chemistry: 

' 
' 

ELECTROLYTES OTHER 

X Calcium* X Albumin* 

X Chloride* X Creatinine* 

Magnesium X Urea nitrogen (BUN)* 

X Phosphorus* X Cholesterol 

X Potassium* Globulins* 

X Sodium* X Glucose* 

ENZYMES X Total bilirubin* 

X Alkaline phosphatase (ALK)* x' Direct bilirubin* 

Cholinesterase (ChE) Indirect bilirubin 

Creatine phosphokinase X Total protein (TP)* 

Lactic acid dehydrogenase (LDH) X Triglycerides 

X Alanine aminotransferase (AL T/also SGPT)* Serum protein electrophoresis 

X Aspartate aminotransferase (AST/also SGOT)* X Albumin/globulin ratio 

Sorbitol dehydrogenase Bicarbonate 

Gamma glutamyl transferase (GGT) 

Glutamate dehydrogenase 

Amylase 

Recommended for a compan1on an1mal safety evaluatiOn based on OCSPP 870.7200. 

Only determined if total bilirubin was greater than 20 ).lmoi/L. 

5. Electrocardiography: All of the kittens were given 3-lead electrocardiographic examinations 
pre-treatment and on days 18 and 37 (main study) or on day 19 (replacement animals). The heart 
rate and P-Q interval, Q-T interval, and QRS complex were measured on lead II. 

6. Ophthalmology: All of the kittens were given eye examinations pre-treatment and on days 18 
and 37 (main study) or on day 19 (replacement animals). Pupils were dilated using Mydriaticum® 
(tropicamide) and indirect ophthalmoscopy was used to examine the appendages, optic media, and 
fundus. Pupillary light reflexes and blink reflexes were evaluated as appropriate to the age of the 
animals. 

7. Sacrifice and pathology: On day 38 (main study) or day 20 (replacement animals), the surviving 
animals were euthanized via exsanguination under tiletamine/zolazepam/thiopental sodium 
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anesthesia, and moribund animals were killed in this same manner. All animals were subjected to 
complete necropsy, and the indicated (X) organs or tissues were collected and preserved in neutral 
buffered formalin, Davidson's fixative (eyes with optic nerve), or Bouin's fluid (testes) for 
potential future histopathological evaluation. Treated and untreated skin from all animals and all 
macroscopic lesions in the animals that died or were sacrificed ahead of schedule were examined 
microscopically. 

X DIGESTIVE SYSTEM X CARDIOV ASC./HEMAT: X NEUROLOGIC 

X Tongue Aorta X Brain 

X Salivary glands X H'rut X Peripheral nerve (sciatic) 

X Esophagus X Bone marrow X Spinal cord 

X Stomach X Lymph nodes X Pituitary 

X Duodenum X Spleen X Eyes (optic nerve) 

X Jejunum X Thymus X GLANDULAR 

X Ileum X Adrenal gland 

X Cecum X UROGENITAL X Parathyroid 

X Colon X Kidneys X Thyroid 

X Rectum X Urinary bladder 

X Liver Ureters X OTHER 

X Gall bladder X Testes X Bone 

X Pancreas X Epididymides X Joint 

X RESPIRATORY X Prostate X Skin, both treated and untreated 

X Trachea Seminal vesicles X Skeletal muscle 

X Lung X Ovaries X Mammary gland 
Nose Oviduct Peyer's patch 
Pharynx X Uterus with cervix X All gross lesions and masses 
Larynx X Vagina 

II. RESULTS 

A. EXPOSURE: The doses to the animals in mglkg bw cannot be determined because dosages were 
in mL, while the provided certificate of analysis reported active ingredient content on a g/1 00 g 
basis, and the density or specific gravity of the test material was not provided. 

B. OBSERVATIONS: 

1. Mortality and clinical signs: One 3X main-study female was sacrificed on day 10 due to 
observations of tremors, moderate decrease in activity, marked weight loss, moderate dehydration, 
and cold to the touch (all recorded on day 10). One vehicle control main-study female was found 
dead on day 12 following observations of lateral decubitus, cold to the touch, dehydration, 
hypokinesia, emaciation, and difficulty breathing (all recorded on day 12). An additional vehicle 
control main-study female was sacrificed on day 14 due to observations of decrease in activity, 
dehydration, prostration, weight loss, and tremors (all recorded on day 14). No other abnormal 
clinical signs were recorded; all of the remaining animals were designated as "no clinical history" 
for days 1-38 (main study) or 1-20 (replacements). 

2. Licking: No licking between the kittens was observed. One vehicle control main-study male and 
one 3X main-study male were observed being licked by their mothers on day 1. Licking 
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observations were recorded for the decedent and prematurely sacrificed main study females on 
days 19, 20, and 21 (as no licking by the mother or between the kittens in all cases). lt is asswned 
that these notations referred to the replacement animals. 

3. Cosmetic effects and migration or runoff of the test or control article: There was no 
evaluation of cosmetic effects or the migration or runoff of the test or control articles. 

C. BODY WEIGHT AND WEIGHT GAIN: Selected body weight data are given in Table 2. 

' 

b 

There were no clear treatment-related effects on body weight or body weight gain. The 3X main
study female killed on day 10, the vehicle control main-study female that died on day 12, and the 
vehicle control main-study female killed on day 14 all lost weight between day 8 and the day of 
death (54, 53, and 65 g, respectively). Otherwise, the individual kittens generally gained weight 
between successive measurements during the treatment interval. The exception was one of the 
vehicle control replacement females that maintained the same body weight of794 g between days 
15 and 19. 

TABLE 2: Body weight data (g) a 

Parameter/ Dosage 

Study day or interval Vehicle control I !X 3X 

Main Stud Males 
Body Weight: Day 1 368±8.7 337±16.4 476±53.6 

DayS 420±51.6 377±16.5 501±53.8 

Day 19 623±77.9 555±35.2 749±69.6 

Day26 760±81.1 678:!:35.3 831±70.3 

Day37 951±72.3 888±28.2 1103±70.6 

BWgain ": Days 1-37 583 551 627 

Main Study Females 
Body Weight: Day 1 357±27.4 431±24.5 430±38.5 

DayS 370±32.0 455±21.8 442±89.1 

Day 19 644 630±50.1 711±77.1 

Day26 749 748±43.1 830±87.0 

Day37 938 956±68.6 1082±100.4 

BWgain ' Days 1-37 581 525 652 

Replacement Females 
Body Weight: Day 1 518±11.3 N!• 574 

Day8 635±3.5 N/a 628 

Day 19 789±7.8 Nl• 879 

BWgain ": Days 1-19 271 N/a 305 

Data taken from pp. 32-33 and I 04-105, MR10 48695019. Values are Mean± Standard DevJatJOn (where avatlable), WLih n-3 for 
ai! main study groups initially, n=1, 3, 2 for main study females after day 8, and n=2, 0, and 1 for replacement females (ascending 
group order). 

Calculated by reviewer using group mean body weight values; not analyzed statistically. 
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D. BLOOD ANALYSES: 

1. Hematolo!n' and coagulation: The study author stated that all values were within the 
physiological range and/or the historical background range for this strain and species housed at 
this laboratory, but historical control values were not provided. Statistically significant 
differences were found between groups for some of the parameters at some of the time points, but 
none were considered treatment-related due to the absence of a dose response, the occurrence of 
the difference prior to initiation of treatment, and/or small magnitude. 

2. Clinical Chemistry: Results of clinical chemistry evaluations on the day of death or sacrifice of 
the 3X main-study female killed on day 10, the vehicle control main-study female that died on day 
12, and the vehicle control main-study female killed on day 14 all showed increased urea nitrogen, 
creatinine, potassium, and inorganic phosphorus, i.e. finding consistent with acute renal failure. 

Statistically significant differences were found between groups for some of the parameters at some 
of the routine, scheduled measurement intervals, but none were considered treatment-related due 
to the absence of a dose response, the occurrence of the difference prior to initiation of treatment, 
and/or small magnitude. The study author noted a pattern of change in which the mean urea 
nitrogen levels (BUN) of the vehicle control and 3X main-study animals of both sexes increased 
over time. Given that there was no co-occurring change in creatinine concentration and that none 
of the individual BUN values exceeded 35 mg/dL, these changes are not considered 
toxicologically significant. 

E. ELECTROCARDIOGRAPHY: None of the evaluated parameters were affected by treatment. 

F. OPHTHALMOLOGY: On day 37, one IX main-study female had small reddish spots on the 
tapetum lucidum of both eyes, with some of the spots being along blood vessels. This finding was 
not seen during the previous examinations and is of unknown significance but is not considered 
treatment-related because it occurred at only a single incidence and without a dose response. 
Slight hypopigmentation of the tapetum lucidum was noted in several kittens during the pre
treatment examination. 

G. SACRIFICE AND PATHOLOGY: 

1. Gross pathology: Gross findings in the animals that died or were sacrificed moribund included 
irregular surface and pallor of the kidneys in all three and blackish stomach contents or blackish 
deposits in the stomachs of the two vehicle control animals. The only other abnormal finding was 
a serous ovarian cyst in one of the replacement vehicle control females, which was not considered 
treatment -related. 

2. Microscopic patholoev: Histopathological correlates to the gross kidney findings in the two 
vehicle control and one 3X main study females that died or were sacrificed moribund included 
moderate to severe tubular epithelial degeneration and/or necrosis, tubular dilatation together with 
flattened epithelium, and vacuolated tubular cells in both kidneys in all three animals, 
proteinaceous casts in one vehicle control and the 3X animal, and interstitial hemorrhage and 
mononuclear cell aggregation in the 3X animal. There were no histopathological correlates to the 
gross stomach findings. 
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• 
b 

The skin histopathology observations are given in Table 3. Compared to untreated skin, treated 
skin of the animals of all groups had increased incidences ofhyperkeratosis, inflammatory cell 
infiltration of the upper dermis (including granulocytes in some cases), and mast cell infiltration of 
the dermis, and acanthosis was only noted in treated skin. Given the similar incidences and 
severity across all groups, this difference may reflect a local, irritative effect of the vehicle; 
however, it is also possible that the difference is related to the samples being taken from different 
regions of the body. 

TABLE 3: Skin histopathology (incidence) a 

Dosage 

Observation Vehicle control !X 3X 

Males Females Males Females Males \ Females 

Untreated skin 

Number examined b 3 5 3 3 3 4 

Hyperkeratosis I .. 2 .. -· I 

Inflammatory cell infiltration, upper .. I -· .. I I 
dermis 

Mast cell infiltration, dermis .. .. . . .. .. I 

Erosion I .. .. .. .. .. 
Treated skin 

Number examined 
0 3 5 3 3 3 4 

Hyperkeratosis 2 2 I 2 2 2 

Acanthosis ·- I .. .. I I 

Inflammatory cell infiltration, upper I I 2 I 3 I 
dermis 

Mast cell infiltration, dermis 3 3 3 3 3 3 

Erosion ·- .. ·- I .. ·-
Data taken from p. 73, MRlD 48695019. 

Includes animals that died/were euthanized on days 12-14, animals that underwent two 3-day treatment intervals and were 
euthanized On day 37, and animals that underwent a single 3-day treatment interval and were euthanized on day 20. 

III. DISCUSSION and CONCLUSIONS 

A. INVESTIGATORS' CONCLUSIONS: The study author concluded that daily administration of 
the test material to ~30-day-old and 45-day kittens by cutaneous (spot-on) application at dose 
levels of 0.6 or 1.8 mL!animal was well tolerated. The study author stated that the only effects 
were minor microscopic changes in the skin of treated and control animals that were possibly due 
to a minimal irritative effect of the excipient. The study author set a NOAEL of 1.8 mL!animal for 
636.29 by cutaneous application under the conditions of this study. 

The study author attributed the deaths and moribund sacrifices in the vehicle control and 3X 
females and the findings in these animals to "unspecific decline of physical condition, possibly 
due to poor quality of feeding or to rejection by the mother, leading to dehydration and electrolyte 
imbalance." In particular, the study author attributed the histopathological findings in these 
animals to their "poor physical condition." 
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B. REVIEWER'S COMMENTS: 

The study deviated from OCSPP 870.7200 and the draft version ofthe guideline that was in effect 
at the time the study was conducted in using only three animals/sex/dose and using a maximum 
dose of only 3X the label recommendation rather than SX. For these reasons, the study cannot be 
used to satisfy a guideline requirement for a companion animal safety study in kittens. However 
the results of this study can be used to provide additional, supplemental information. 

The animals that died or were sacrificed moribund warrant further discussion. These 
deaths/sacrifices occurred within a 5-day time frame, with the animals exhibiting similar clinical 
signs, and all three animals had clinical chemistry alterations and gross and microscopic findings 
consistent with acute renal failure due to acute tubular necrosis. At 4-6 weeks of age, kittens are 
able to begin eating solid food, and it is unfortunate that the testing laboratory did not provide 
moist food (even moistened pellets) to facilitate the weaning process; however, the reviewer 
believes that the facility personnel would have noticed rejection by the mother or "poor feeding" 
early enough to intervene in advance of moribundity. The reviewer agrees that acute tubular 
necrosis with subsequent renal failure can result from renal ischemia due to hypovolemia, 
dehydration, hypotension, or shock. However, given the brief duration and rapid course of the 
clinical signs, and in the absence of urinalysis, treatment-related nephrotoxicity must also be 
considered a possibility, along with infectious disease. Given the absence of deaths among IX 
animals and the deaths in control kittens dosed vvith 3X vehicle, the nephrotoxicity suggests an 
association with an ingredient in the vehicle. 

The reviewer agrees that the application of the test material at IX and 3X the recommended dose 
and application of the vehicle control at 3X times the recommended dose may have resulted in 
minor microscopic changes in the skin that were consistent with irritation. 

Due to the occurrence of potentially treatment-related mortalities and coinciding clinical 
chemistry alterations and gross and microscopic changes consistent with acute renal failure 
due to acute tubular necrosis, it is concluded that a 3X margin of safety was not 
demonstrated under the conditions used in this study. 

C. STUDY DEFICIENCIES: The following deficiencies and/or significant deviations from the 
870.7200 Guidelines were identified: 

• Group size was only three animals/sex/dose. 
• The maximum dose was 3X the label recommendation rather than 5X. 
• Sacrifice and necropsy were conducted unnecessarily at the end of the study. 
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1. DP BARCODE: 398338 
2. PC CODES: 129032 (Pyriproxyfen: 11.5%); 129121 (Fipronil: 9.5%) 
3. CURRENT DATE: May 18.2012 
4. TEST MATERIAL: [for the study in MRID 48695019: 636.29 (10.31% pyriproxyfen; Batch 

#MS 7134)] -
Study!Species/Lab 

MRID Results Tox. Core 
Study# I Date Cat. Grade 

Companion animal safety/one- 48695019 636.29 was topically applied to groups of n!o u 
month-old kittens/Laboratoires 3M & 3F -1 month-old kittens at IX (0.6 
Virbac/Study No. 15658 TSF!Feb. mL) or 3X (1.8 mL) for two periods of3 
13, 1998 consecutive days (1,2,3 and then days 19, 

20, 21). "Excipient 636.29" was applied in 
an identical manner to a control group of 
3M & 3F at a dosing volume of 1.8 mL. 
Replacement animals (2 vehicle control 
females and one 3X female) were added to 
the study due to mortalities; these animals 
were treated for one period of 3 consecutive 
days (days I, 2 & 3) and observed for 16 
days. One 3X female was sacrificed on day 
I 0 due to tremors, moderate activity 
decrease, marked weight loss, moderate 
dehydration and hypothermia. One vehicle 
control female was found dead on day 12, 
and an additional vehicle control female 
was sacrificed on day 14. Signs in these 
kittens included dehydration, weight 
loss/emaciation, and one had difficulty in 
breathing. Clinical chemistry alterations & 
gross and microscopic findings were 
consistent with acute renal failw-e due to 
acute tubular necrosis. This nephrotoxicity 
suggests an association with an ingredient 
in the vehicle. It is concluded that a 3X 
margin of safety was not demonstrated in 
this study. Study is classified as 
unacceptable/non·guideline. 

Companion animal 48695018 Cites previously reviewed domestic animal n!o s 
safety/compilation of previously (cat & kitten) studies in I\.1RIDs 43272401, 
submitted studies 43444904, 43863801, 43121112 and 

44942009, as well as 44850103 and 
48695019. 

Core Grade Key. A Acceptable, S Supplementary, U Unacceptable, W Wmved 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF CI-IEI\IICAL SAFETY A/liD POLLUTIO;>.: PREVENTION 
OFFICE OF PESTICIDE PROGRAMS 
REGISTRATIOI\' DIVISION (7505P) 

BARCODE No,; 398333; 
PRODUCT NAME: Effipro Plus Topical Solution for Cats; 
PC Code(s): 129121& 120932; Action Code: R310; 

DATE: May 9. 2012 

FILE SYMBOL No.: 2382-RII; 
DECISION No.: 458840; 
FOOD Use: No 

SUBJECT: Product Name: Effipro Plus Topical Solution for Cats 

FROM: Akiva Abramovitch, Ph.D. 
Technical Review Branch I RD (7505P) 

THROUGH: Shyam Mathur, Ph.D. 
Product Chemistry Team Leader 
Technical Review Branch/RD (7505P) 

TO: Bonaventure Akinlosotu/Richard Gebkcn, PM 10 
Insecticide Branch/ RD (7505C) 

Company Name: Virbac 
Formulation Type: Spot-On Solution 

INTRODUCTION: 

The applicant has submitted an application for registration of a new end use product. In support of 
the registration application, the registrant has submitted product chemistry data corresponding to 
guideline 830 series. group A & group B (MRlDs 486950-01 through -09). The CSF of the basic 
formulation (dated 10/15/2011) was submitted along with the product label. TRB has been asked to 
determine the acceptability of the product chemistry data and the proposed basic CSF dated October 
15,2011. 

SUMMARY OF FINDINGS: 

1. Name of Active Ingredient: Fipronil (9.5%) and Pyriproxyfen (11.5%). 

2. Has the registrant claimed substantial similarity to a registered product? 

[XJ Yes; [ J No; if yes give the registration number of the cited product. EPA Reg. No. 2382-186 

3. All the source materials for the active ingredients are derived from the registered sources: 
[X] Yes; []No.  added to the 
CSF. 43

*Product ingredient source information may be entitled to confidential treatment*



BARCODE No,; 398333; FILE SYMBOL No.: 2382-RII; 
DECISION No.: 458840; 
FOOD Use: No 

PRODUCT NAME: Effipro Plus Topical Solution for Cats; 
PC Code(s): 129121& 120932; Action Code: R310; 

4. All inert ingredients have been screened by IIAB and found to be approved for the proposed 
labeled uses: [X] Yes; []No. 

5. Confidential Statement ofFormula(s): 

[X] Basic Dated: October 15, 2011; 

6. Product label 

a. Ingredient statement: Nominal concentration of AI listed on CSF(s) concur with product label 
(PR Notice 91-2). 

b. 

[X] Yes, if not, explain below: 

Is the sub statement in compliance with PR Notice 97-6 (inert ingredient vs other ingredient)? 
[X] Yes; [] No; if not, explain below: 

Metallic equivalent: [ ] Yes [X] NA; 
Soluble arsenic: [ ] Yes [X]NA 
Isomeric ratios: [ ] Yes [X]NA 
Acid equivalent: [ ] Yes [X] NA; {name} acid equivalent= xx% 

Health related sub statements: Product contains? 

Petroleum distillate at> 10%: [ ] Yes [X] No [ ]NA 
Methanol at> 4%: [ ] Yes [X] No [ ]NA 
Sodium nitrate/Sodium nitrite [ ] Yes [X] No [ ]NA 

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR § 156.78 
for: flanunability, explosive potential or electric insulator breakdown? 
[]Yes [X]No 

Is the sub statement in compliance with PR Notice 98-6 (Total Release Fogger)? 
[ ] Yes, [ ] No, [X] NA, if not, explain below: 

d. Label requires an additional Storage and Disposal statement: 
[ ] Yes [X] No 
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BARCODE No,_; 398333; 
PRODUCT NAME: Effipro Plus Topical Solution for Cats; 
PC Code(s): 129121& 120932; Action Code: R310; 

7. Group A: Product Chemistry Data 

FILE SYMBOL No.: 2382-RII; 
DECISION No.: 458840; 
FOOD Use: No 

TRB's determination of the acceptability for the proposed product is listed in the tables below. 

Data submitted TRB's 
Guideline Assessment 
No. Study Title 

Yes No of Data MRIDNos. 

Product Identity & 
830.1550 Composition X A 486950-01 

Description of materials used 
830.1600 to produce the product X A 486950-01 

Description of formulation 
830.1650 process X A 486950-01 

Discussion on the formation 
830.1670 of impurities X A 486950-01 
830.1700 Preliminary analysis X A 486950-02 and 03 

Standard 
certified X A 

Certified Limits 
limits 
(158.350) Proposed Limits NA 

Justification for 
830.1750 wider limits NA 486950-01 

Enforcement analytical A(HPLC 486950-02 and-
830.1800 method X method) 03 

A= Acceptance, N =Not Acceptable, G =Data Gap, W =Waiver Request, I= In Progress, 
NA ~Not Applicable; U ~ Upgradeable 
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BARCODE No~ 398333; 
PRODUCT NAME: Effipro Plus Topical Solution for Cats; 
PC Code(s): 129121& 120932; Action Code: R310; 

FILE SYMBOL No.: 2382-Ril; 
DECISION No.: 458840; 
FOOD Use: No 

8. Group B: 

Guideline Study Title Value or Qualitative TRB"s 
No. Description Assessment 

of Data 

Colorless liquid with sweet 
830.6303 Physical State odor A 

830.6315 Flammability 94.3'C flashpoint A 
NA, not considered to be 

830.6316 Explodability potentially explosive A 

830.7000 IPH 6.0 1% solution at 23 C A 

830.7300 Density (units) !.0463 g/cm3 A 

A= Acceptance, N =Not Acceptable, G =Data Gap, W =Waiver request, 
NA =Not applicable, I= In progress, U = Upgradeable 

CONCLUSIONS: 

MRIDNos. 

486950-04 

486950-06 

486950-02 

486950-07 

486950-09 

TRB has reviewed the CSF(s) and product chemistry data for the proposed end use product and 
has concluded: 

1. The proposed CSF for the basic formulation dated October 15, 2011 is acceptable 

2. The data submitted corresponding to guidelines 830.1550 (product identity and composition), 
830.1600 (description of materials used to produce the product), 830.1650 (description of 
formulation process), 830.1670 (discussion on the formation of impurity), 830.1750 (certified 
limits), and 830.1800 (enforcement analytical method) are acceptable. 

3. The product chemistry data submitted corresponding to guidelines 830.6302 (color), 830.6303 
(physical state). 830.6304 (odor). 830.6314 (oxidation/reduction), 830.6315 (flammability). 
830.6316 ( explodability). 830.7000 (pH). 830.7100 (viscosity). and 830.7300 (density) are 
acceptable. 

4. The storage stability (guideline 830.6317) and corrosion characteristics (guideline 830.6320) 
studies were not submitted. These physical/chemical properties are required and it is 
recommended that observations should be made at 0, 3, 6, 9, and 12 month intervals. 

5. The proposed label was screened as it pertains tO the product chemistry requirements. 
Review of the proposed label and uses are the purview of the RM team. 
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PRIA 2-21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

;.;<-I? _
11 

3123109 
21 Day Screen Start Date: 
Experts In-Processing Signature: _ _,f3=· -''?_::_~ ____ _ Date /.;I .;)o-rr Fee Paid: Yes~ 
Division management contacted on issues No• ___ Yes ____ Date 

EPA Reg. Number: ;?3~,2 - m EPA Receipt Date: /.2 -(IC -I/ 

1 

2 

3 

Items for Review 

Application Form (EPA Form 8570-l)(link to form) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, form signed, and 

a) All inerts (link to http://www.epa.gov/opprdOOI!inerts/), 
including fragrances, approved for the proposed uses (see 
Footnote :.> 

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

ts a letter of Authorization for use 

yes 

Formulator's Exemption (EPA Form 8570-27) (Link to form) 

no 

4 completed and signed (N/ A if source is unregistered or applicant owns the 

5 

6 

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to http://www.epa.gov/oppfeadl!labeling/!rm/) 
(Electronic labels on CD are encouraged and guidance is available)( link to 
http://www.epa.gov/pesticides/regulating/registering/submlssions/lndex.htm#labels 

I 

Yes No NIA* 
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7 Is the data package consistent with PR Notice 86~5 (link to PRN 86-5) j( 
I 

Notice of Filing (link to 
8 htte://www.eua.gov/uesticides/regulatinw'tolerance Qetitions.htm) included 

with petitions (link to 
http://www.epa.£oV/pesticides/re£ulatin£/tolerances.htm) ',{ 

9 
If applicable for conventional applications, reduced risk rationale (link to 
http://www.epa.gov/opprdOOl/workplan/reducedrisk.html) X-

Required Data (link to )< h ttQ :1/www .ega.go v/nesti cides/regulatingld ata reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 
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* NIA- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information, forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 
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site [link to http://www.epa.gov/opprd001/inertsllists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www. epa. go v /opp b ppd 1 /b i opesticides/ contacts bppd. htm] . 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprd001/inerts/tips.pdf] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me~ too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R30I or 
A53 I. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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R 310 

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI). 
Must submit Group A and B prod~hemistry data for each proposed product unless it's a 100% 
identical (repack): YES or A'lo J (circle one) 

<..._..........-"' 

EP Data MP Data 
Guideline Group A: Product Chemistry Data Submitted Submitted TGAI 
No. Study Tille Yes No Yes No Yes No 
830.1550 Product Identity & Composition '/ 

Description of materials used to \( 
830.1600 I produce the product 
830.1650 Description of formulation process >< 
830.1670 Discussion on the formation of imourities ;x: 
830.1700 Preliminarv analysis '/ 
830.1750 Certified limits (158.345) I 'i 
830.1800 Enforcement analytical method 'I-

EP Data MP Data 

I 
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IFee for Service! 
vL( 

{9086255-

This package includes the following 

@ New Registration 

0 Amendment 

>2l Studies? ° Fee Waiver? 

o volpay % Reduction: ==--_j 

for Division 

0 AD 
OBPPD 
0 RD 

Risk Mgr. 

Receipt No. S-! 908625 
EPA File Symbol/Reg. No. :=I =2=:=3:=.=8=2=:-R:==II=::::: 

Pin-Punch Date: I 12/16/2011 

D This item is NOT subject to FFS action. 

Actiot~Code: ParenVChild Decisions: I 
I 

Requested: I 1?-BID 

Granted: I~ -c,1e, 

Amount Due: $ '\'COl 
I 

o Inert Cleared for Intended Use o Uncleared Inert in Product 

Reviewer: ~ · \ti \\ Date: \6-hothl 
' 

Remarks: 
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{Master label} 
Virbac's Master label 

Date December 13, 2011 Version US~7 
Fipronil + Pyriproxyfen Topical Solution for Cats 

EPA Reg. No. 2382-XXX 

Virbac 
EFFIPRO®PLUS TOPICAL SOLUTION FOR CATS 
FOR USE ONLY ON CATS AND KITTENS 8 WEEKS OLD OR OLDER 

ACTIVE INGREDIENTS: 
Fipronil ... 
Pyriproxyfen .. 

OTHER INGREDIENTS: 

TOTAL:. 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

. ............... 9.5% 

. ...... 11.5% 

............. 79.0% 

. ........... 100.0% 

Harmful it swallowed. Causes moderate eye irritation. Avoid contact with skin. eyes. or clothing. Wash hands thoroughly wilh 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. Do not use on kittens under 8 weeks ot age. Individual sensittvities, while rare, may occur after using 
ANY pesticide product. Possible temporary initation may occur at the site where EFFIPRO"' PLUS Topical Solution for Gals 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. If an unusual reaction is observed following initial application, a veterinarian should be consulted before 
repeating application. Certain medications can interact with pesticides. Consutt a veterinarian before using on medicated, 
debilitated or aged eels. 

FIRST AID 

IF SWALLOWED: • Call a poison control center or doctor immediately for treatment advice . 

• Have person sip a glass of water if able lo swallow . 

• Do not induce vomiting unless told to do so by a poison control cenler or doctor . 

• Do not qive anything by mouth to an unconscious person . 

IF IN EYES: . Hold eye open and rinse slowly and gently wilh water for 15-20 minutes . . Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . 

• Call a ooison control center or doc lor for treatment advice . 

!FON SKIN OR . Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately wtth plenty of water for 15-20 minutes . . 
• Call a poison control center or doctor for treatment advice . 

Have product container or !abet with you when calling a poison control center or doctor, or going for treatment 

You may also contact1he Hotline number 1-800--338-3659 for human and veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

DIRECTIONS FOR USE 
It is a violation of Federal taw to use I his product in any manner inconsistent with its labeling. Do not allow children to app;y 
product. TO PREVENT HARM TO YOU AND YOUR CAT, READ ENTIRE lABEl AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USC ON 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
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For killing fleas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks 
(that [which} may transmit [cany} Lyme disease}, mosquitoes, and chewing lice; apply to CATS or KITIENS [8 weeks old or 
older) as follows: 

APPLICATION DIRECTIONS 
1. Remove one applicator from packaging. 

Hold applicator upright and remove cap. 
2. Invert cap and place other end back onto applicator tip. 

Push cap down to break seal. 
Remove cap plior to treatment application. 

3. Part eat's hair between shoulder blades until skin is visible. 
Place applicator tip directly against exposed Skin. 
Deposit enlire contents by squeezing the applicator ala single site on eat's skin. 
Ensure that EFFIPR0° PLUS Topical Solulion for Cats is not applied superficially on eat's hair. 

r;i~~ 0 

w~ 
~::~?:~t ~\\ ,\ --- . r--

' ... p, 
··.:. 

FREQUENCY OF APPLICATION 

EFFIPRd' PLUS Top"1cal Solution for Cats will kHI fleas, ticks and chewing lice when appf1ed monthly. 
Fleas: EFFIPR0° PLUS Topical Solution for Cats can control fleas for up to six weeks. Apply monthly if your cal has fleas thai 
may cause Flea Allergy De~matitis (FAD), or if reinfestalion is likely. EFFIPRO® PLUS Topical Solulion for Cats can control flea 
eggs (and larvae1for up to three months (90 days}. 
Ticks: EFFIPRO PLUS Topical Solulion for Cats can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing Lice: EFFIPRO® PLUS can kill chewing lice for a month or longer. Apply monthly were chewing lice control is 
consistenlly needed. 
Mosquitoes: When applied monthly, EFFIPR0° PLUS Topical Solution for Cats can kill mosquiloes within 24 hours (for up to 
t4 days), and within 48 hours [for up to 28 days}. 
Notes: Wait at least 30 days before re-application of EFFIPRO® PLUS Topical Solution for Cats. Avoid contact with treated 
area until dry. 

STORAGE AND DISPOSAL 

Do no I contaminate waler, food, or feed by storage and disposal. 

STORAGE: Store unused product in oliginal container only, out of reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling. 
if available. If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 

To the extent consistent with applicable law, buyer assumes all risks of use. storage, or handling of this product nol in 
accordance with direclions. Buyer and user assume all risks of use and handling of this material when such use and handling 
are contrary to label instructions. To the extent consislenl with applicable law, any damage arising from a breach of this 
warranty shall be lim~ed to direct damages and shall not include consequential commercial damages such as loss of profit o, 
values. 

Net Contents: 1, 3, 6 or 36 single-dose applicator{s) per package. Each applicator contains 0.017 fl oz (0.5 mL} of solutic-'1. 

(Detachable} calendar (monthly application) reminder sUckers with (illustration of cat or killen}. 

EPA Reg. No. 2382·XXX 
EPA Est. No. 2382-XXX 

VIRBAC AH, INC. 
PO BOX 162059 
FDRTWORTH, TX76161 
1-B00-338-3659 
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Made in France 
EFFIPRO"' is a registered trademark ot Virbac SA in the United Slates. 
Questions or comments? 
Call: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert{s) tor directions tor use and trequency ot application 
Open resealable label tor directions tor use 
Open resealable label tor directions tor use and storage and disposal 
See back panel for additional precautional)' statements 
See package insert(s) tor trequency ot application 
See enclosed insert{s) tor directions tor use and storage and disposal 

See enclosed insert{s) for directions tor use 

Use only on cats 
For Use on Cats only 
Only tor cats and kittens 8 weeks old or older 
{1, 3, 6 or 36) applicator{s) 0.017 fl oz {0.5 ml) 

Photograph ot cat or killen 

Lilt here to open {LIFT HERE TO OPEN) 

{Text for Foil of Blister package} 

Vfrbac 
EFFIPR0° PLUS Topical Solution for Cats 
Only for use on cats I 0.017 fl oz (0.5 ml) 
Contains tipronil (9.5%) and pyriproxyfen (11.5%) 
KEEP OUT OF REACH OF CHILDREN 

CAUTION 
See tulllabel tor addil!onal directions 
EPA Reg. No. 2382-XXX 

{Text for Applicator Tube} 

Virbac 
EFFIPR0° PLUS 

Topical Solution tor Cats 
Only for use on ca1s 
0.017 fl oz (0.5 mL) 

Contains fipronil (9.5%) and pyriproxyfen (11.5%) 
KEEP OUT OF REACH 

OF CHILDREN 
CAUTION 

See tulllabel tor addaional direclions 
EPA Reg. No. 2382-XXX 

MARKETING CLAIMS 

!Multiple infestations} 
For convenient, quick-acting, tong-lasting, effective control ot tleas, flea eggs, Ilea larvae, ticks, mosquitoes and 
chewing lice (tor CATS and KIITENS 8 weeks old or older). 

• For convenient. quick-acting, tong-lasting, effective control ot fleas, ticks, mosquitoes and chewing lice {for CATS and 
KIITENS 8 weeks old or older). 
EFFtPR0° PLUS Topical Solution for Cats contains the active ingredient fipronil, vvhich controls intestations cat..sed 
by fleas, ticks, mosquitoes and chewing lice {on cats) (8 weeks otd or older). 

• EFFIPRO"' PLUS Topical Solution tor Cats contains the active ingredient pyriproxyfen, which controls reintestatio.-. 
caused by flea eggs, flea larvae (on cats) {8 weeks old or olde,). 

• For killing fleas, all stages ot Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks, {which!that may 
cany {transmit) Lyme disease), mosquitoes and chewing lice: apply to CATS or KIITENS {8 weeks old or older) as 
follows: (tollowed by application directions). 

• Persistent flea and tick efficacy for up to one month (4 weeks) {30 days) 
Prevents flea and tick {re-)infestation for up to one month {4 weeks) 

• Effective monthly application lor (on) tleas and ticks 

EPA Reg. No. 2382-XXX Pending Master Label, page 3 of5 
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• 

• 

• 

• 

[Fleas] 

Effective monthly application for cats (and kittens) against fleas and ticks 
Kills fleas and ticks for up to one month (4 weeks) 
Kills fleas. ticks, mosquitoes and chewing lice 
Kills fleas, ticks, mosquitoes and lice 
Kills, fleas, flea eggs, flea larvae, !leks, mosquitoes and chewing lice 
Kills, fleas, flea eggs, flea larvae, ticks, mosquitoes and lice 
Apply monthly for control and prevention of fleas and ticks 
Protects a.@ainst fleas and licks for up to one month 
EFFIPRO PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly. 
Fleas: EFFIPRO® PLUS Topical Solution for Cats can control fleas, flea eggs and flea larvae tor up to (six weeks) 
Apply monthly if ');,our cat has fleas that may cause Flea Allergy Dennatitis, or if reinfestation is likely. 
Ttcks: EFFIPRO PLUS Topical Solution for Cats can kill ticks for a month or longer. Apply monthly where tick control 
is consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution for Cats can kill mosquitoes within 24 hours 
(for up to 14 days), and within 48 hours (for up to 28 days). 
Notes: Wait at least 30 days before re-application of EFFIPRO"' PLUS Topical Solution for Cats. Avoid contact with 
treated area unlit dry. 

• Kills newly emerged adult fleas prior to egg-laying 
• Kilts fleas that may transm~ bartonellosis 
• Kills fleas that may transmrt bartonellosis, tularemia and tapeworm 

Kills !leas that may transmit diseases, including bartonellosis, tularemia and tapeworm 
Kills fleas that may transmit diseases, including bartonellosis, tularemia and tapeworm infestations 
Kilts fie as that may transmit diseases, including bartonellosis and tularemia 
Kills fleas, flea eggs and flea larvae 

• Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 
Kills flea eggs for up to (3 months) (90 days) 

• Sterilizes and kills fleas 
• Sterilizes fleas for up to (3 months) (90 days) 

Prevents all flea stages (adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 
With pyriproxyfen (IGR) to break flea life cycle 

• Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
• Kill fleas I hat may cause Flea Allergy Dermatitis (FAD) or !lea-bite anemia 
• Effective monthly control of adult fleas 

Kills fleas 
• Easy to apply, control of (for) fleas that lasts for up to 1 month (4 weeks) 
• Protects (your cat and kitten 8 weeks of age or older) from fleas for up to one month (4 weeks) 

Protects from fleas for up to one month (4 weeks) 
• Kills adult fleas for up to one month (4 weeks) 

Apply monthly (all year) for control and prevention of fleas 
• Regular (monthly) use breaks the flea life cycle 
• EFFIPROt> PLUS Topical Solution for Cats (rapidly) kills fleas that may cause Flea Allergy Dermatitis (FAD) 
• EFFIPR0° PLUS Topical Solution for Cats kilts fleas on your cat 
• Kills adult fleas which may cause Flea Allergy Dennatitis (FAD) 

Kills fleas which/that may cause flea-bite anemia 
• Fleas do not have to bite to die 

Protects your cat from flea infestation that may cause flea-bite anemia 
The successive feeding acHvity of fleas on cats may elicij a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis (FAD) 
Protects cats and kittens over 8 weeks of age from fleas for up to one month (4 weeks) 
Prevents flea (re-)infestalion for up to one month (4 weeks) 

• Prevents flea eggs from hatching or developing inlo larvae or adult stages (for up to 90 days (3 monlhs)) 

(Ticks] 

• Kilts all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (including those which ]thai) 
may transmit (cany] Lyme d"rsease, Rocky Moun lain Spotted Fever, babes'rosis, ehrlichiosis, anaplasmosis and 
cytauxzoonosis) 
Kills ticks, including those that may transmit Lyme disease 
Kills ticks including Deer ticks (which may transmit Lyme disease), American dog licks (which may transmit Roc:.y 
Mountain Spoiled Fever), Brown dog licks (which may transmit ehrlichiosis), and Lone Star ticks (which may tranSmit 
hepatozoonosis) for up to one month (4 weeks) 
Kills ticks including Deer ticks (which may transmit Lyme disease), American dog ticks (which may transmit Rocl.y 
Mountain Spotted Fever) and Brown dog ticks (which may transmit ehrlichiosis) for up to one month (4 weeks) 
Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dennacentor valiabilis), Deer ticks (fxodesspp), and 
Lone Star ticks (Amblyomma amen"canum) for up to one month (4 weeks) 

• Kills Amblyomma americanum (lone Star ticks) for up to 4 weeks (for up to one month) 
• Protects from ticks for up to one month 

]Mosquitoes] 
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• Kills mosquitoes 
Kills mosquitoes for up to 28 days 

(All others] 

Chewing lice infestations are rapidly eliminated 
• May be used only on kittens from 8 weeks of age 
• Begins working upon application 

Once monthly application 
• Single application lasts up to 4 weeks (one month) 
• Easy and convenient application (applications) 
• Easy to apply spot·on (topical) application 

Convenient, easy to apply 
• Convenient to use (easy to apply) 
• Convenient to use (easy to apply) topical application 
• Convenient topical application (for cats) 
• Easy, spot-on (topical) application 
• Quick drying, non-greasy 
• Available from licensed veterinarians 
• I (3, 6, 36) applicator(s) (tube[s]) of 0.017 fl 02: (0.5 mL) 
• 1 (3, 6, 36) appllcator(s) (tube[s]) 0.0 t7 fl oz (0.5 mL) 

1 (3, 6, 36) month(ty) dose(s) (application[s]) 
1 applicator (tube) 1 month(ly) dose 

• 3 applicators (tubes) 3 (monthly) doses 
• 6 applicators (tubes) 6 (monthly) doses 
• 36 applicators (lubes) 36 (monthly) doses 
• 1 applicator containing 0.017 ft oz (0.5 mL) 
• 3 (6,36) applicators each containing 0.017 fJ oz (0.5 mL) 

Remains effective after exposure to sunlight 
Remains effecttve after bathing 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 

• Remains effective even after bathing 
• Remains effective after exposure to rain and sunlight 
• Still works after bathing, or exposure to sunlight 

EFFIPRO"' PLUS Topical Solution for Cats is effective after bathing, shampooing, water immersion. or sunlight 
exposure. 
Still works after exposure to sunlight 
Waterproof (remains effective after bathing and swimming) 
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December 16,2011 

Richard Gebken, PM 10 
Office orPesticide Programs (7504P) 
U.S. Enviromnental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: EFFIPRO'M PLUS Topical Solution for Cats (EPA File Symbol 2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

48695000 

Virbac Animal Health is hereby submitting an application to register the spot-on pesticide 
product EFFIPRO™ PLUS Topical Solution for Cats. 

This product contains fipronil and is similar to the registered product EFFIPRO Topical 
Solution for Cats (EPA Reg. No 2382-186), except that it also contains the IGR pyriproxifen. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past 15 years. 

Below is a list of the components included with this application: 

I. Cover Letter; 
2. Transmittal Document; 
3. Application for Pesticide Form 8570-1; 
4. Confidential Statement of Formula; 
5. Formulator's Exemption Form; 
6. Data Matrix Form 8570-4 (EUP and TGAI) ; 
7. Certification of Data Citation Form 8570-34; 
8. Proposed Label- Use Directions 5 copies; 
9. 3 copies of bound PR 86-5 compliant study reports supporting registratiqq;, 
10. Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
11. Letter of Self-certification of Child-Resistant Packaging; and 
12. Copy orPRIA Check for category R-310 ($4807). 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
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Child-Resistant Packaging 

EFFIPRQTM PLUS Topical Solution for Cats employs the same single dose unit 
applicators that are used in the packaging of the registered product EFFIPRO Topical Solution 
for Cats. These single dose applicators in packages of 1 ,3,6, and 36 have been previously tested 
and CRP certification accepted by EPA. All test data have been cited in the Data Mattix and a 
Self-Certification letter has been included with this application according to EPA requirements. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-310 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please fmd a copy of one previously submitted check in the amount of $4807.00 to cover the 
PRIA fee. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

CraigParks,MS,DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 3:-R-3ti)9 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS CAT 
12/16/2011 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Wortb, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to register an end use pro namely EFFIPRO® PLUS Topical 
Solution for Cats. Effipro® EFFIPRO® PLUS Topical Solution for Cats contains the active 
ingredients Fipronil and Pyriproxyfen. 

SUBMITTAL DATE: 

December 16, 2011 

Voluine Study Title MRIDNo. 
1 Administrative Materials 

Effipro® Plus Topical Solution for Cats 

Group A Product Chemistry 

2 OPPTS 830.1550, 830.1600, 830.1620,830.1650,830.1670, 48695001 
830.1750 
Product Specific Chemistry for EFFIPRO® PLUS Topical 
Solution for Cats 

3 OPPTS 830.1700 
Preliminary Analysis~ Quantification of the Active Ingredients 48695002 
Fipronil and Pvriproxyfen in Five Batches bv Validated Methods 

4 OPPTS 830.1800 
Enforcement Analytical Method- Quantification of the Active 48695003 
Ingredients Fipronil and Pvrioroxyfen 

Group B Product Chemisfly 

--
5 OPPTS 830.6302, 830.6303, 830.6304 

Determination of the Physico-Chemical Property 48695004 
"AppearancE:{Color, P_"hysical State and Odor)" 

6 OPPTS 830.6314 
Determination of Oxidation I Reduction (Chemical 48695005 
Incompatibility) 

···-
7 OPPTS 830.6315 

Detennination of the Physico-Chemical Property "Flash 48695006 
Point" ..... _ 

65



Volume Study Title MRIDNo. 
8 OPPTS 830.7000 

Determination of the Physico-Chemical Prooertv- oH 48695007 
9 OPPTS 830.7100 

48695008 Determination of Physico-Chemical Property "Viscosity" 
10 OPPTS 830.7300 

Determination of the Physico-Chemical Property 48695009 
"Relative Density" 

Acute Toxicity 

11 OPPTS 870.1100 48695010 
Acute Oral Toxicity Study in Rats~ Up-and-Down Procedure 

12 OPPTS 870.1200 48695011 Acute Dermal Toxicity StudY in Rats 
13 OPPTS 870.2400 

48695012 Acute Eye Irritation Study in Rabbits 
14 OPPTS 870.2500 48695013 Acute Dermal Irritation Studv in Rabbits 
15 OPPTS 870.2600 

Dermal sensitization- Contact Hypersensitivity in Albino Guinea 48695014 
Pigs, Buehler Test 

Product Peiformance 

16 OPPTS 810.3300 48695015 
Summary of Efficacy Data 

17 OPPTS 810.3300 
Pathogen Transmission Related to Flea and Tick Infestations in 48695016 
Cats and Dogs 

18 OPPTS 810.3300 
Study ofEfficacy and Safety of636.29 in Control of Flea 48695017 
Infestation in the Cat 

Product Safety 

19 OPPTS 870.7200 48695018 Summary of Companion Animal Safetv Data 
20 OPPTS 870.7200 

Tolerance study by Cutaneous Application (spot-on) in Young 48695019 
Cats. ·--

2 
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Paperwork Reduction Act Notice:' I for··- -·'-
""H. . ..................... ,, "'~"'""'IS ""!;IS""" 

). Do not send the fon 

l,20! 
. ·.-r··--·· - ---gistrant's Name & Address 
Virbac SA 
Jere avenue 2065 M- LID 
F-065 I 6 Carros, France 
In rcdient: Fi roni! 
Guideline Reference Number 

830.\550 
830.1600 
830.1620 
830.\650 
&30.1670 

-- -· 
830.1750 
830.1800 
830.\900 
830.6302 

-- -· 

~est 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

!do 
fM 

'"· 

WASHINGTON, D.C. 20460 
:ion of information is estimated to average 0.25 hours per response forre! · 

· ' ·· the necessary fonns. Send comments regarding 
to JJ1rector: OPPE Infmmation Management Division (2! 37) U.S. Environmental 

--
DATA MA'nux 

EPA Re No.!File S bol8 
Product: Fiproni! Technical 

48095240, 48449201 Virbac. 
48095240 Virbac 
48095239 Virbac 

!!!O~~"CC':Process 
·n of Formation of 

48095239 Vi ' 
Vi 

1\ Ions 

l 4'8o9524~ 

' Virbac 

Virbac 
1 Virbac 

' 
095240 48095243 v 
095240,48095243 v 
nn<:'>A-> Virbac 

Virbac 
48095239 Virbac 

.. ~-- ····~ ~ .. - --~~ uv-•• per response 
m cstimalc or any other aspect of this · 

Agency, 401 M Street, S.W.,. 

---

OWN I I 
OWN 
OWN 
lWN 

I OWN 

48095239 Virbac OWN 
48095239 Virbac NR I l 

'830.63\4 
830.6315 

830.6316 
830.631- 1 I Yr. Storage :S~.auuny Virbac OWN I See note 1 

page2 

. j1{;~-~ 
.d Title 

Jean-Pascal Marc 
Corporate Product Innovation Director 

Da!c 
August 23, 
20!! 

S"btnio < Copy 
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Fornt Approved OMD No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
.Paperwork ReductiotJ Act Notice: The pubtic reporting burden for U1is collection of infotmation is estimated to average 0.25 hours per !espouse for registration activities and 0.25 hours per JespOnsc ,, I 
for reregistration and special review activities, including time for reading the inslmction and completing the necessary forms. Send comments rega1diug the brndcn estimate 01 auy other aspect of this · 
collection ofinfonnation, including suggestions for reduciug the burden to DiJcctor: OPPE Infomtation Management Division (2t37) U.S. Envi10nmental PJO!cction Agency, 401 M Street, S.W., . _I 

Washin~ton DC 20460. Do not se11d !lie fom1 to this addtess. 

DATA MATRIX 0 
Date A us! 23, 20t t EPA Rc No./File S mbol87825-R Pagc2c-;'V i 
Applicanl's/Rcgistrant's Name & Address ProduCl: FipJOnit TechtJical 
Virbac SA i 
tcre avenue 2065 M- LtD 
F-065t6 Catros, France 0--' 
In redient: Fi ronit 0--
Guideline Refetencc Number Guideline Study Name MRtDNumbcr SubmiUe1 Status Note 

830.6318 Viscosity Virbac NIA 
830.6319 Miscibility Virbac NIA Solid 
830.6320 Corrosion characteristics Virbac OWN See note 

page 2 
830.6321 Dielectric breakdown voltage Virbac N/A Waived 
830.7000 pH 48095247 Virbac OWN 
830.7200 Meltin Point 48095249 Virbac OWN 
830.7300 Densi bulk density or s ecific gravit 48095250 Virbac OWN 
830.7320 Particle Size Virbac NIA 
830.7050 UVNisiblc Spectrum 48095248 Virbac OWN 
830.7370 Dissociation constant 48095251 Virbac OWN 
830.7520;830.7550; 830.7560 Octanol/water partition coefficient 48095244 Virbac OWN 
830.7570 
830.7840;830.7860 Solubili 48095245 Virbac OWN 
830.7950 Vapor pressure 48095246 Vtrbac OWN 
Signature Name and Title n,, 

.\pe;ll.0-- Jean-Pascal Marc August 23, 
-.Q_,,. Corporate Product Innovation Director 20ti 

EPA Form 8570-35 t9-97) Eteetmnie 11nd Paper Ver<ions A~11iL1ble. Submit only Paper verSion. Agencylt\lentot u,. CottY 

Note: 830.6317 and 830.6320: Per Agency pOlicy, storage stability and corrosion characteristics data are not required to be submitted unless specifically requested by the Agency. Virbac 
has illitiatcd these studies and will submit the final reports if required when the studies are completed. 
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,. 'P"''" 

~ 

I f~;:I n Act Notice:' 
._, ---~---·· 

. ., .. s for redueing t11e burden to Director: OPPE lnfonnatiou Managen1ent Division (2 t37) U.S. Euvironmeutal nu<txLLon figtoucy, .,v, LVI ""~"'· "· w., 
Do not~ 

DATA MATRIX 
Date; Au ust23,20Jl EPARe NoJFileS boi87825-R Page3o7C 
Applicant's/Registrnnt's Name & Address Product: Fiprouil Teehnical 
Virbac SA 
Jere avenue 2065 M- LID 
F-06516 CatTOs, France 
In redient: Fi ronil 
Guideliue Referenc< 
40 CFR 158.340 
::nO.llOO 

870.1200 
870.1200 
"~0.1300 

:>.31 

0.61( 
i:.S 

deline Study Nat 

" 
Acute oral toxicity 

lXicity 

y to Rats by 

}))··~~ 
dL 

43279706 

42918629 
43235402 
42918631 
42918632 
42918630 

42918643 
42918642 
42918644 
DATAGJ 

44431801 

I BASF 

!]3,< 
B 
BA~ 

BASF 

I BA: 

Name and Title 
Jean-Pascal Marc 
CoqJOrate Product I1movat'1on Director 

Agency I 

OLD 

OLI 
OLD 

"D 

"AY 

Date 
August 23, 
20lt 
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~- --~ ). 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ''m'A"'"'"oM"'·'"'"""'" j 
~ 401 M Street, S.W. . j 

WASHINGTON, D.C. 20460 .... , 
Paperwork Reduction Act Notice: 11w public reporting burden for this collection ofinfonnation is estima\cd to average 0.25 hours per response for registration activities and 0.25 hours per rcspcJ.Sc- -J 
for reregistration and special review activities, including time for reading the instruction and completing the necessary fonns. Send comments regardiug the burden estimate or any other aspect ofllii~ , · 
collection ofinfonnation, including suggestions for reducing the burden to Director: OPPE lnfonnatiou Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.W., -~ 
Washin ton, DC 20460. Do not send the fonn to this address. _ 

· DATA MATRIX · : ....... . 
Date Au us! 23, 2011 EPA Reg No./Filc S mbol 87825-R Page 4 -->f6 J 
Applicant's/Rcgistraut's Name & Address Product: Fipronil Technical 1 
Virbac SA ~ 

Jere avenue 2065 M- LID 
F-06516 Carros, France 
In ·edient: Fi ronil 
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 
40 CFR 158.340 Toxicology Data Requirements (Continued) 
84-2 Structural chromosomal aberration 42918680 BASF OLD 
84-2 Structural chromosomal aberration 42918653 BASF OLD 
84-2 Olher gcnotoxic effects 42918651;42918653 BASF OLD 

43501703 
85-1/870.7485 General mclabolism 42918655 BASF OLD 
85-1/870.7485 General melabolism 43253701 BASF PAY 
85-1/870.7485 General metabolism 43737308 BASF OLD 
85-1/870.7485 General metabolism 42918654 BASF OLD 
85-1/870.7485 General metabolism 42977904 BASF OLD 
85-1/870.7485 Generalmetabolism 43253701 BASF OLD 
85-2/870.7600 Dermal penetration 43737308 BASF PAY 
85-7/870.7600 Immtmotoxicity DATA GAP GAP *See below 

40 CFR 158.490 Wildlife and Aquatic Organisms Data Rcauirements OLD 
71-11850.2100 Avian oral LD 50 mallard or bobwhite 42918617 BASF OLD 

42918616 
72-11850.1075 Freshwater fish LC 50 rainbow or 42918624;42918673; BASF OLD 

bluegill 42918674;42977902 OLD 
43279703;43291718 OLD 

Signature Name aud Title Date 
~\Y·"'"'"-- Jean-Pascal Marc August 23, 

.. a'l.) Corporate Product Innovation Direclor 2011 
F-.!' A Fm!il-S!i71J..J> ·(9·;·9"1} E!:clfDilic ""rl Pop<.L" Yer>ions Available. Subntit only Paper ver>ion. Agtncy Internal Use Copp 
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Form At>t•ruv<d 0MBNo.l070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
ez 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
• · ~·-··- ~· ___ u,_ --·' 1g burden for this collection of information is estimated 1o average 0.25 hours per respon5c for registration activities and 0.25 hours per resp6fisc ·· 

J time for reading the instmctiou and completing the necessary forms. Send comnu:nt5 regarding the burden estimate or any other a5pect of this 
~ u~ 1s for reducing the burden to Director: OPPE luformation Management Division (2137) U.S. Enviroumcntal Protection Agency, 401 M Street, S.W., 

, DC 20460. Do uot send tlte fonn to this address. 

Date: A 
Virbac SA 
tere avenue 2065 M -LID 
F-QQ516 Ca~s, Fran£~. 

Guideline 

83-1/870.4100 
83-1/870.4100 

3-2/870.4200 
3-2/870.4200 
3-3/870.3700 
~ ·3/87~ ~~~~ 

... 
t-2/870.5100 
t-2/870.5100 
t-2/870.5100 

84-2/870.5100 
84-2/870.5100 

1 Chronic feed-ing· 

! Gene 1 

Gene: 

\,))"·-··· 
-oL 

y - .. lllOUSC 

--
-rat --
-rat 

ly P>pc:r """'""· 

'MATRIX 

I 4291, 

l_4; 
14: 

42918652 
42918679 
43291716 
43291717 

Jbmitt 

BASF 
BASF 

BASJ 

I BA 
BASF 
BASF 
BASI 
BASI 
BASI 

BASF 
BASF 

iOJFi 

Name and Title 

Jean-Pascal Marc 

'825-R ! PageS~--

.0 
OLD 

I PAY 

OLD 
OLD 
OLD 
PAY 
PA' 

Corporate Product 1nnovalion Director 

I Date 
August 23, 
2011 

COJ>Y 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form App>'Cv<:<l OMD No. 2070-!JPOO I 

& 401 M Street, S.W. 
WASHINGTON D.C. 20460 

l'aperworh Reduction Act Notice: The public reporting burden for this collection ofinfonnalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours pe1'1"""~5'"'1';;--
for reregistration and special review activities, including time for reading U!e instruction and completing the necessary fo1ms. Send comments regarding the burden estimate or any olher aspeCt of this 
collection ofinfonnation, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S7\~/, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Au ust 23, 2011 EPA Re . No./File S nbol 87825-R l<n~~,<'.<:>i'~ 

Applieant's/Rcgistrant's Name & Address Product: Fipronil TeciUJical 
Virbae SA 

' 
Jere avenue 2065 M- LID 
F-06516 Can·os, France 
In redicut: Fi ronil ' 
Guideline Referouce Number Guideline Stud Name MRIDNumbcr Submitter Status aor;:~--

72-2/850.1010 Acute LC 50 freshwater invertebrates 429I8625 BASF OLD 
(Daohnia marma) . 
~cute LC 50 frc;~water invertebrates 42918669 BASF OLD 
Daphnia magna 

Acute LC 50 freshwater invertebrales 42918671 BASF OLD 
(Daphnia magna) 
Acute LC 50 freshwater invertebrates 43291719 BASF OLD 
(Davhn1a ma~a) 

835.21IO Hydrolysis 42977905 BASF OLD 
40 CFR 158.390 Reentry 
Protection Data Requirements 
133-3 Dermal ex osure- p· ronil 44433302 Merial PAY 
133-4 Inhalation exposure- Fiproni:l 44433302 Merial PAY 
132-1 Dislod_geablc residue dissipation- Fioronil 44531203 Merta! PAY 
N/A Dermal and inhalation exposure of 44433303 Merial PAY 

commercia!...E_et groomers.(Sp()_t)- Fipronil 
NIA Analytical melhod for exposure studies - 44433308 Me rial PAY 

Fipronil 
Signature Name and Title August 23, 

-,j~~- Jean-Pascal Marc 2011 
.,_. 

Corporate Product Innovation Director 
EPA Form 8570..15 19-97\ Eb".!mn;, •n<l P'""' vo";""' Avo ;1ohlo. Snh,;, nnlv Pon., -Minn ly Pap• Agii.cy ln!ern•l"UO.Copy 

* Pu!"Su:mt to 40 CFR 152.96 (c), Virb~c hereby certiiT~s that Virbac has no basis to believe that this requirement is not a data gap and, further, that Virbac has sent by certified mail to all companies 
on the current EPA Data Submitters List for fipronil a letter requesting that the company identifY, within 60 days of receipt, any valid study U1at would fulnll this d~ta requirement. Once this 60-day 
period expires, Virbac wiil update the Agency as to the information, if any, Virbllc receives in response to this "data gap" letter. 
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Focn< AJ•p•·o,•cd 0~ If t'O'ir.~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

8L 401 M Street, S.W. 
WASHINGTON D.C. 20460 

Patlcrn·oJ'I< Reduction Act Notice: The public reporting burden for lhis collection ofinfonnation is C>limalcd to average 0.25 hours per response for regislmlion activities and 0.25 hours per response 
for rcrcgistralion and special rcvie1V aclivities, inclnding lime for reading lhc inslmclion and e011111ICiing the necessary forms. Send comments regarding lhe bnrdcn cslimulc or any other as!JL""l of this 
collection ofinfonnmion, including snggcslions fonedneing 1he burden to Dircelor: OPPE lnfonnnlion Managemcnl Division (2137) U.S. Enviromucmal Prolcclion Agency, 401 M Slrcel, S.W., 
WnshilH!Joll. DC 20460. Do not send lhe formlo this address. 

DATA MATRIX 
Dalcd December t6, 20 II EPA Re . No./File S mbol 2382-TBA r.b, I c:,_, 
Appliennt's/Rcgislranl's Name & Address Product: 
Virbac Al-l, Inc 
PO Box 162059 EFFIPROv PLUS TOPICAL SOLUTION FOR 
t'l. Worth, TX 76161 CATS 
In rcdient: F1 )ronil, P ri rox fen 
Guideline Rcfcrcoce Number 0!1idcli1Je Shld Name MRID Number Submincr Slalus Nolc 
Product Chemistry Test Guidelines 
830.1550 Product Identit and Com sition New Submission Virbac AH, Inc. OWN 
830.1600 Deseri Jtion ofMate1ials Used New Submission Virbac AH, Inc. OWN 
830.1620 Description of Production Process New Submission Virbac AH, Inc. OWN 
830.1650 Description ofFonnniation Process New Submission Virbac AH, Inc. OWN 
830.I670 Description of Formation of hnpnrities New Submission Virbac AH, Inc. OWN 
830.1700 5~Batch Analysis New Submission Virbac Al-I, Inc. OWN 
830.1750 Certified Limits New Submission Virbac AI-I, lac. OWN 
830.1800 Analytical Method New Submission Virbac AH, Inc. OWN 
830.6302 Color New Snbmission Virbac AI-I, Inc. OWN 
830.6303 Physical Stale New Submission Virbac AI-I, Inc. OWN 
830.6313 Metal Stabili Virbac AH, Inc. NR 
830.6304 Odor New Submission Virbnc AH, Inc. OWN 
830.6314 OxidntimJ!red11ction New Submission Virbac AH, Inc. OWN 
830.6315 Flammability New Snbmission Virbac AH, Inc. OWN 
830.6316 Explodabilily Virbac AH, Inc. NR 
830.6317 Storage stability To Be Conducted Virbac AH, Inc. OWN 
Signal nrc Name and Tille Dale 

&;JL Craig Parks, MS, DVM December 
Vice President, Research & Development 16,20lt 

~·---· -~· 

EPA Fonn 8570·35 (9-97) Eloc>ronic ond (',,per Vor:sicms Avoil,,blo. S"bonit on~· Popcner:sion. ,lgoncy J"iOrtlOfuso copr 
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"" 
>II ofi 

--,-, 

Virbac AH, luc 
l'O Box 162059 

n Acl Notice: 
1pccial revii'Jv, 
;011, inci.,..JO.,n < 

). Do 

Fl. Wm1h, TX 76161 

830.71 
830.6319 

40CFR 

870.1100 

Signmurc 

:c N111nber 
---:s830-l 
---

~JL 

F0<111 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WA D.C. ?OAt::fi 

.. 6 """'~'' •v• uua ~v"'""'v" v• """''"uuOil is estimated lo uvcrage 
···cs, i11cludillg (ilne for reading the iiiHliliC(ioannd coniJllcliug tile nccessa1y foons. 

,d 0.25 hours JlCI rcspoo,se 
, no·""'' nol"''" oono>'l oJ'lllis 

· ms for rcduciug the burdcu\0 Dircclor: OI'I'E lnfornmlion Mmlngemclll Division (2137) U.S. 
nto ·• · ----1 

Viscosit 
Miscibilit 
~ 

pH 

lyNumc 

Acute 1lcrmalloxicily 
Acute inhalationtoxieity 
Primary • 

DATAMA' 

I New: 
c gravily New: 

--------
Waiver 
New. 
New: 
New: 

I 
EFFIPRO® PLUS TOPICAL SOLUTION FOR 
CATS 

I Status j Not<: 

"'C Al-l, Inc. 
l, Inc. 
I, Inc. 

Virbac Af-1,..!!!£: 
Inc. 
luc. 

[,Inc. 
I, Inc. 
[, lue. 
I, Inc. 

Crnig Pnrks, MS, DVM 
Vice President, Research & Development 

,\~ml<)' I 

'" I NR 
OWN 

I NR 
OWN 
OWN 

-
OW 
ow 

.!Z!i 
OW 

I Dale 
Dcccmbc1· 
16,2011 
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l'orm ,\ppro>'<d OA!f No. LOTJ-0000 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

"~" 401 M Street, S.W. 
WASHINGTON D.C. 20460 

l'npenvork Reduction Act Notice: The public reporthtg burdcu for this collection of infomtntion is estimated to average 0.25 hours per response for registration activities and 0.25 It oms per l'"~~v•rs~-
for reregistmtiott and special review activities, including time for rending the iustnwtion and completing the neeessnry lbrms. Send comments regarding the bnrdeu estimate or any other aspc..:t of this 
collection ofinfommtiou, inchtding suggestions for reducing the burdcu to Director: OPI'E lnlbnuation Mauagcment Division (2137) U.S. Enviroumctttall'rotection Agency, 401 M Slrl'el, S.\'.r., 
Wnshingtou. DC 20460. Do uot send the !brut to this address. 

DATAMATRlX 
Date: December 16, 20 II EPA ltcg No./filc S mbol 23S2·TBA rn~:e3 ~;·6 

Applicant's/Rcgistrant's Name & Address Product: 
Virbae Al-l, Inc 
PO Box 162059 EFF!PRO® PLUS TOPICAL SOLUTION FOR 
Ft. Worth, TX76161 CATS 
In redient: Fi tronil, P ri mx fen 
Guideline Refcreuce Number Guideline Study Name MRIDNnmber Sttblllittcr Status Note 

870.7200 Cat safety 43272401 Medal OLD 
870.7200 Cat safety 43444904 Merial OLD 
870.7200 Cat safety 43577711 Moria! OLD 
870.7200 Cat safcl 43863801 Mcrial OLD 
870.7200 Cat safe 43121112 Merial OLD 
870.7200 Cat safety 44942009 Medal PAY 

870.7200 Cat safct 44850103 Virbac OWN 
870.7200 Cat safct New submissiou Virbac OWN 
810.3300 Cat efficac 43121114 Merial OLD 
810.3300 Cal efficac 43121115 Medal OLD 
810.3300 Cat efficacy 43121116 Mcrial OLD 
810.3300 Cat efficacy 43121118 Merial OLD 

810.3300 Cat cfftcacy 43121119 Mcrial OLD 
810.3300 Cat efficacy 43121120 Merial OLD 
810.3300 Cat efficacy 43121!21 Mcrial OLD 
810.3300 Cat cfficac 43121122 Merial OLD 
810.3300 Cat effica 43444901 Mcrial OLD 
Signature Name and Title Date 

/L;I.L Cmig Parks, MS, DVM December 
Vice Presideut, Research & Development 16,2011 

- - -----
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Fnm• Apprm·cll Obll' No. 20?~·00GO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Pa11erwork Reduction Act Notice: The public reporti11g b11rden for I his collection of infonnution is estimated to avernge 0.25 hours per response fu1· registration activities and 0.25 hours 11e1 n:sonus•: 
for reregislmtion and special revieJV aclivities, ineh1ding time tbr rending the instmction and completing the necessary lbrms. Send COilllllCIIts regarding the bl1rdc11 estimale or any olher asp~~t oflhis 
coUcction of information, inch1di11g suggestions for reducing the burden lo Direcwr: OPPE lnlbi'llJUtion Munngemcul Division (2137) U.S. Environmenlnl Protection AgcilCy, 401 M Slrcct, S."l , 
Wnshington, DC 20460. Do uot send the /brmto this address. 

DATAMATRlX 
Dnte: December 16, 2011 EI'A Rc No./File S lllbol 2382-TBA ;'~1:.0~~):6 
A]lplicnut's/Rcgistmnt's Nnme & Address Producl: 
Virbac AH, Inc 
PO l3o.x 162059 EFFlPRO® PLUS TOPICAL SOLUTION FOR 
Ft. Worth, TX 76161 CATS 
l11 •rcdieut: H Jrollil. P i Jro.x fen 
Guideline Reference Number Guideline S111dy Name MRIDNumbcr Submiller Slatus No1e 

810.3300 Cat efficacy 43577701 Me rial OLD 

810.3300 Cat efficacy 43577712 Medal OLD 

810.3300 Cnt efficacy 43577713 Me rial OLD 

810.3300 Cal efficacy 43951701 Mcrittl OLD 

810.3300 Cat efficac 44088901 Mcrial PAY 
810.3300 Cat efficac 44942011 Merial PAY 
810.3300 Cat efficacy 44942106 Mcrial PAY 
810.3300 Cal efficacy 45618501 Mcrinl PAY 

810.3300 Cat efficacy 45620502 Merinl PAY 
810.3300 Cat efficacy 45620503 Merial PAY 
810.3300 Cat efficacy_ 46006002 Wellmark PUBL 
Sigunture Name and Title Dale 

L;J.L Craig Parks, MS, DVM December 
Vice Prcside11t, Research & Development 16,2011 

-···· 

76



·-,JOMl'! 

& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

... ,. 
for r 

,,w .. ~~:ThCj 
and special review l 

-n ofinlOrmntion, incln(ung :mggcsu 
DC 20460. Do 1101 send I he fonnl 

\ vi,:rn,c Al-l, Inc 
1'0 Box l 62059 
Fl. Worth, TX 76161 

In rcdicut: Fi m 
Guideline Rcfcn 

Efficac ·and 1 

810.3300 
810 

1.3300 
1.3300 

810.3300 
0.3300 
0.3300 

•-~~vv 

0.3300 
lnature 

;i,JL 
~ 

CI'A Forno! 

~Address 

i11rox~ 
---'-

Cat ( 

WASHINGTON, D.C. 20, 
g burden lOr this collection ofinfonnntion is estimuled lo nvcmgc 0.25 hours per response for rcgislmtion activities aild 0.25 hours pet resno1<SC 

for reading I he instmction and completing the necessary li:mns. Send comments regarding the bmden csliinalc or any oUter fiSJX ;1 oftltis 
.. redttcing the burden to Director: OI'PE lnfonnation Management Division tL 1 J 1) u.:s. t.uvtrountcntnl J'rmccuon Agency, '!Ul M :sm::et, :s. '" , 

""re". DATA MATRIX ---I 

--456281( 
I 45628tc 

lew: 

211 

43121122 
45620501 

I 
EFFJPRO® PLUS TOPICAL SOLUTJON FOR 
CATS 

hac 

·bac 

irbac 

\1ertal _QL 

4562810 I Merial PAY 
45628102 Mcrial PAY 
45628103 Merial PAY 
45628201 Merial PAY 
45866902 Mcrial PAY 
46019201 Merial PAY 
46019202 Merial PAY 

Name and Title Date 
Craig Parks, MS, DVM December 
Vice Prcsideut, Research & DcveiOitmenl I 6, 201 I 

;oCotoJ" 
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ForuL ,\1'1""'"1 0011' No. 20"~·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 401 M Street, S.W. 

WASHINGTON D.C. 20460 
l'nJlenvorkRcdiiCliou Act Nalice: The public reporlillg burden for this collection ofinfonn~lion is estim~led to average 0.25 hams per response l"or registration ~ctivities a!ld 0.25 hams pet r<:i'pO!tSe 
for n:rugistration and special review activities, including time for reading the inst!uclion and completing lh~ necessary fbnns. Send comments regarding the burden estimate or any other asp~~~ of this 
co!!eclion ofintbrmation, inc!udit1g Sllggestions for reducing the burdenlo Din,'Ctor: OPPE lnl"onnalion Manag~mcnl Division (2137) U.S. EnvirolllllCill~l Protection Agency, 401 M Street, S."l, 
Washington, DC 20460. Do not send the fom1 to this address. 

DATA MATRIX 
Daled December 16, 201 1 Et'A Re . No./File S 1hol 2382-TBA ":tl£e_65~6 
Applicant 's/Regislranl 's Name & Address Product: 
Virbac AH, Inc 
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR 
Fl. Worth, TX 76161 CATS 
In rcdicnt: Fi ll"Oilil. I' ri rox fen 
Guideline Reference Number Guideline SlUdy N~me MRlO N111nber Submitter Status Note 

Child Resistant Pacltaginl! 
40 CFR 157 Evalualionafthc I ml Applicator Tube with 0.5 48095215 Virbac AJ.l, Inc. OWN 

ml wnter, I applicator l11bc lest for Child-
R~ist~nt Erti:ctivenes> 

40 CFR 157 Eval11Ulion ofthc I ml AppliculorTubc with 0.5 48095216 Virbac AJ.l, Inc. OWN 
ml water, 6 ~pplicators tube test for Child-
Resistant Effectiveness 

40CFR 157 Evnhmlion of the 1 ml Applicator Tube with 0.5 48095217 Virbac AJ.l, Inc. OWN 
ml walor, 36 applicmors lube lest for Child-
Resistant Effectiveness 

40 CFR 157 Ev~h1atio11 oft he 1 ml Applicator Tube with 0.5 48095218 Virbac AH, Inc. OWN 
ml water, 1 applicntor h1bc test l"or Scnior-U~c 
Efl'cclivcncss 

40 CFR 157 Evahmtion o!'the 1 ml Aptllicalor Tube with 0.5 48095219 Virbac AH, Inc. OWN 
ml \valor, 6 a!lplicnlors lube lest for Senior-Usc 
Effectiveness 

40 CFR 157 Evaluation orthc l ml Applicntor Tube wilh 0.5 48095220 Virbac AH, Inc. OWN 
ml water, 36 il!lPiicutors lube lest l"or Senior-Usc 
EflCctivcncss 

40CFR 157 Evaluatio11 oftile lml applicator tube with 0.50 48410018 Vlrbac AH, Inc. OWN 
ml Will~'!', 3 applicalor tube test for Child-
Resistant Elfectiveness 

40CFR 157 Evaluation of the lml applic~tor tube with 0.50 48410019 Virbac AH, Inc. OWN 
ml water, 3 applic<Ilor lnbe test l"or Senior-Use 
Effectiveness 

Signal me Name ~nd Title Dille 

&.;u Craig Parks, MS, DVM December 
Vice President, Research & Development 16, 20ll 

EPA Fmrn ~~7n.1> IQ.971 Elodm»;e oooJ Poneev,..,,;"'" ,.,~;Lohl" ~,,,,;, ""LvP,nec'~~•nn "' Sub>' lyi'Op• ,I ~OLLOY loiOL"LLOI U" Cor)· 
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E=S L B \I ISS I 0 N 

Memorandum 

Date: . o 2-J I )g I 1<2 

To: ------i-~-'-b'---"-1..3='-------' Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: }sf fully accepted submission 
;8 partially accepted submission 
D rejected submission 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WA.SHINGTON, D.C. 20460 

LANDIS INTERNATIONAL. INC. 
MITSUI CHEMICALS AGRO, INC. 
PO.BOX : 5126 
VALDOSTA, GA 31603-5126 

April19, 2012 

Report of Analysis for Compliance with PR Notice 11-03 

OFFICE OF CHBAICAL SAFETY 
MID POLLUTION PREVENTION 

Thank you for your submittal of 13-APR-12. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master 
Record ID's (MR!Ds) assigned to each document submitted. Please use these numbers in all future 
references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product Manager, to whom 
the data have been released. 
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FED EX 

Kevin Sweeney 
Registration Division (7505P) 
US EPA Office of Pesticide Programs 
Document Processing Desk 
One Potomac Yard, S4900 
2777 S. Crystal Drive 
Arlington, VA 22202 

Date: AprilS, 2012 

Subject: Etofenprox Technical (EPA Reg. No. 86203-4) 
Response to EPA email dated 21January2012 

On behalf of Mitsui Chemicals Agro, Inc. please find a justification for an analytical enforcement method 
for livestock for Etofenprox Technical (EPA Reg. No. 86203-4). This justification is being submitted in 
support of the pending IR-4 amendment (submitted 27Sep20 11) to the Etofenprox Technical registration 
to add an "all crop" tolerance. Please find enclosed a CD which contains an e-Dossier of the submission. 
A data transmittal document is included within the submission to outline the documents being submitted 
at this time. 

If you have any questions or need additional information, please do not hesitate to contact us at any time 
Osetliff(ll:;landisintl.com) or via telephone 609-614-7146. 

Sincerely, 

Lisa Ayn Setliff 
Director Regulatory Affairs 
Landis International, Inc. 
Regulatory Agent for Mitsui Chemicals Agro, Inc. 

Page 1 ofl 
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MRID No. 48790100 

DATA TRANSMITTAL DOCUMENT 

Submitter: 

Mitsui Chemicals Agro, Inc. 

c/o Landis International, Inc. 

PO Box 5126 

Valdosta, GA 31603-5126 

Company Contact: __ k_:<i9!--~~-~---·lb ___ _ 
Typed Name of Signer: Lisa Ayn Setliff 

Phone Number: (229) 247-6472 

Fax Number: (229) 242-1562 
Email Address: lsetliff@landisintl.com 

Regulatory Action in Support of Which this Package is Submitted: 

EPA Registration Number: 86203-4, Etofenprox Technical 

Response to EPA Email dated January 21, 2012. 

Submission Date: 

04/05/2012 

List of Submitted Documents: 

Description Guideline Number 

Cover Letter NA 

Data Transmittal Document NA 

EPA Form 8570-1 
Application for Registration NA 
Etofenprox Technical 

Response to EPA Request for Radiovalidation Study Waiver Request for 
(Response to EPA email dated 21 January 20 12) 860.1340 

MRID 

ADMIN 

48790100 

ADMIN 

48790101 
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FED EX 

Kevin Sweeney 
Registration Division (7505P) 
US EPA Office of Pesticide Programs 
Document Processing Desk 
One Potomac Yard, S4900 
2777 S. Crystal Drive 
Arlington, VA 22202 

Date: April5, 2012 

Subject: Etofenprox Technical (EPA Reg. No. 86203-4) 
Response to EPA email dated 21January2012 

On behalf of Mitsui Chemicals Agro, Inc. please find a justification for an analytical enforcement method 
for livestock for Etofenprox Technical (EPA Reg. No. 86203-4). This justification is being submitted in 
support of the pending lR-4 amendment (submitted 27Sep20 11) to the Etofenprox Technical registration 
to add an "all crop" tolerance. Please find enclosed a CD which contains an e-Dossier of the submission. 
A data transmittal document is included within the submission to outline the documents being submitted 
at this time. 

If you have any questions or need additional information, please do not hesitate to contact us at any time 
(lsctliffC.i:Jandisintl.com) or via telephone 609-614-7146. 

Sincerely, 

Lisa Ayn Setliff 
Director Regulatory Affairs 
Landis International, Inc. 
Regulatory Agent for Mitsui Chemicals Agro, Inc. 

Page 1 ofl 
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DATA PACKAGE BEAN SHEET 
Date: 02-Feb-2012 

Page 1 of2 

* * * Registration Information * * * 

Registration: 2~82:[!11c .. ~Ffii'RQ.PbUSJ()I'IC:,A,Ll;QL~lJQNFORC:AJS 

Company: 2382 - VIRBAC AH, INC. 

Risk Manager: ~-~--!_~-~--~!~~~!~-~~~~~~---=--\!9~) __ 3Q5_:l5_7g1_ ~~-t:l~-~- _j:>_'l'_~--~~!~~_7 ___ _ 

Risk Manager Reviewer: Bonaventure Akinlosotu BAKINLOS 

Sent Date: Calculated Due Date: 06-Jul-2012 

Type of Registration: ~-~~_\.!<:;_t __ f3:e_~i~t~!_i(:l_~--~-f:>.E!_C:t~on 3 

Decision #: 458840 

DP #: (398337) 

PRIA 

Parent DP #: 

Submission#: 908625 

E-Sub #: 

Edited Due Date: 

Action Desc: {~~-~~ -~-~_'{l{_f~Q_I2_l!_~}:; ~_()_f\l~f f\!3! .T~C!<: (1_~-C:~lJI::)~_? __ ~-~_'-{1_~-~:? _ _<?_F __ I:;)_~()DlJ<;::T Ct:JEM ISl 

Ingredients: 1 ?_9Q~_? ,_ .F'X~ipr()"¥!E:!.~( 1 ~-=-5-~) ___ _ 

129121, Fipronfl(9.5%) 

* * * Data Package Information * * * 

Expedite: 0 Yes e No 

DP Ingredient: 129121, Fipronil 

!~§.Q?.?~.~)'~i[l~Cl.~.~~-··· 

DP Title: Efl'jcac;y 

CSF Included: • Yes 0 No 

Date Sent: 02-Feb-2012 

label Included: e Yes 0 No Parent DP#: 

Date In Date Out 

Due Back: 

Org<~nization: RD /IS last Possible Science Due Date: 06-Jun-2012 

Team Name: E!J'ic:.a_c:_y ___ (l~)___. Science Due Date: 

Reviewer Name: Sub Data Package Due Date: 

Contractor Name: 

***Studies Sent for Review*** 

Printed on Page 2 

***Additional Data Package for this Decision*** 

Can be printed on its own page 

* * * Data Package Instructions * * * 
For your review: R310 

MRID 486950- 05, 16, 17; for a Fipronil + Pyriproxyfen containing Spo1-0n for cats. 

Similar to 2382-186, except it contains the IGR pyriproxyfen. Submits prod chem, tox, efficacy and CAS data; Cites CRP data. 

Thanks, B.A 
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DP#: (398337) 

48695016 

48695017 

Page 2 

* **Studies Sent for Review** * 

ill ' 
Effipro i I 1 for Cats (Fipronil 
9.5% and Pyriproxyfen 11.5% End Use 
Product). Project Number: VIRBAC/104/15/2. 
Unpublished study prepared by !savet 
Biosciences. 17p. 
Parks, C. (2011) Pathogens Transmission 
Related To Flea and Ticks Infestations in Cats 
and Dogs: Effipro Plus Topical Solution for 
Cats (Fipronil 9.5% and Pyriproxyfen 11.5% 
End Use Product). Project Number: 
VIRBAC/104/15/3. Unpublished study 
prepared by lsavet Biosciences. 9p. 
Ambroggi, G. (1998) Study of Efficacy and 
Safety of 636.29 in Control of Flea Infestation 
in the Cat. Project Number: 
VIRBAC/636/29/0004. Unpublished study 
prepared by Virbac. 284p. 

810.3300fTreatments to control 
pests of humans and pets 

810.3300fTreatments to control 
pests of humans and pets 

Decision#: (458840) 

Pass (18-Jan-2012) 

Pass (18-Jan-2012) 
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~ 

I r{;'; 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

l'or" o n;no6o 

·- WASHINGTON,D.C. __ _ 
_ Jcc: The Jlc,cbJC;,c,c,pc,c,,citlg burden for I his collccliou of iufonnaliOtl is cslimnted lo average 0.25 l1o11rs per I"CSpouse lOr rcgislrmiou adivilics a11d 0.25 hours per response 

.tl review uclivitics, inchldiug tilue for t-c:tdittg I he iltslmclion and complctiug the ttccc>Sltry Hmus. Send cotnmculs regarding the burden csliuwte or any olltcr aspect ofthis 
.. , .ncludiug suggcslious 1br reducing the burdeu lo Director: OPPE luforumliou Mmmgeiltelll Division (2137) U.S. Euviroumetllall'rolcctiou Agcucy, 401 M Street, S. W., 

1, DC_2046_Q, Do no I sen_!l __ lhe l'ormto this address. 

~ 
_ tllll 's Nil me & Address 

l, luc 
PO Box 162059 
Fl. Wotth, TX76161 

dclinc Rcfi 

Jduct Ciu 
830.1550 

I ~~9-J?QO 

830.6303 
830.631 
830.63( 
830.6''' 

830.63 
Sfgnalllh 

~u 

I 5-B, 

!!.£.! 
n of 

Lft}"lits 
.1 Method 

1 State 
tability 

~ 
tbilit) 

o. Snbonil < 

DATA 

Used 
n Process 

11 Process l New: 

I 
EFFJPRO~ PLUS TOPICAL SOLUTION FOR 
CATS 

/irbac AH, lnc. 
/irbac AH, Inc. 
/irbac AH, Inc. 
!irbac AH, lnc. 

Virbac AH, Inc. 
Virbac AH, luc. 

_yjrbac AH, Jnc. 
Virl 

\H, lnc. 
·1, l11c. 
o.l~ 

::AH, lnc. 

Craig Parks, MS, DVM 
Vice President, Research & Development 

OWN 
)WN 
)WN 
)WN 
OWN 
OWN 
OWN 

I NR 
OWN 

NR 
OWN 

1 Dmc 
Dccctnbcr 
16, 201 t 
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~!z 
UNITED STATES ENVffiONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

m Act Nolicc: Tllc 1 

'"> uo~ouuuo~; ~"66,.0' '"'" 
n" unl ~Pur! II"' iC,nn 

Dale: December 16, 2011 
A]lplicaul's/Rcgislmnl's Name & Ad\lrcss 
Virbac Al-l, Inc 
1'0 !lox 162059 
l'l. Worth, TX 76161 

830.6319 
830.6320 
830.6321 
830.7000 
830.7300 

.,. 

I 

I Pa1ticl~-si,_. 
40 CFR 158.340 Toxfcology Data Rcquh·emcnts 

WASHING~T~O~N~,D~.C~.~~~----~--~--~--~~------
,n is cstimalcd to average 0.25 hours per rcspousc for rcgislmlion aclivillcs and 0.25 holii'S pel rcspo~ose 

tbr reading lhc inslruclion ;md complcling I he ncccssmy tbmJS. Send commcnls regarding I he bunlcu cslimalc or any olhcr aspcl orlhis 
lhe burll~~llO Dircclor: OPPE lnfonnalion Managcmcnl Division (2137) U.S. Environmcnlnl Prolecliou Agency, 401 M Slrcel, S.W, 

DATA 

:yNumc j MRID Number 

To 
·n voltage 

EPPIPRO® PLUS TOPICAL SOLUTION FOR 
CATS 

Inc. 
Inc. 

I Slalus I Nolc 

VH 

NR 
WN 

--

870.1100 Ac11tc. 
t-'A?',",'C"c,'C,,~,cm",'f,'C,,",",,c,c,-

, Inc. 
, Inc. 
, Inc. 

OWN 
OWN 
OWN 
ow 
ow 

I 870.1300 Ac11tc inhnlation toxicity Waiver 

~u 
Craig Parks, MS, DVM 
Vice President, Research & Development 

,\g<ll'f I !OCOil)" 

I Dale 
Dccclllhcr 
16, 2011 
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-~~ 
"'~· 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
_ W A ~JHNr!TON, D.C. 20460 

fm 
"V" ··~· .w .. ~~·: The p11blic 

<Jnd special review t~"··"'·'" 
"'~''" 

.. ,., ~ ..... .:n lOr this collection ofiufonnnliou is cslinwlcd 10 average 0.25 hom-s 11cr rcspousc for rcgistraliln1 activities and 0.25 ho11rs 11cr p·~~l'll's~. 
1g lime for reading lhc inslntcliou uud complcling rhc ncccssa1y fonliS. Send comments regardiug 1hc burden cslitliUlc or any olher asped of this 

.... ¥ ••• ~ ... vu, ""'"'uuog ~uggcsuuus for 1 

. DC 20460. Do 1101 send the fonn: 
to Director: OI'I'E luConnuliotl Mmmgcmcnl Division (2137) U.S. Environmculall'rolct-'li{lll Agency, 40 I M Sln:ct, S.\'.'., 

DATA MATRIX 
Dale; December 16, 2011 EI'A Rc • NoJFilc S mbol 2382-Tlli\ rn~:c 3 u:ll 
Ap(llicant':;JI~cgislraul 's Name & Address Product: - - - • -
Virbnc Al-l, Inc 
1'0 Bo.x 162059 
Fl. Worth, 1X 76161 

I ~~~:~~~~ 
VO V•~•'' 

810.33( 
810.33( 

:c Number 

;L~J.L 

IC S111dy Nmnc 

+:c,-,.,-"-""r,c-t-
Cat safety 
Cat sal 

.1t safct 

:::at safety 
:::nt safety 
:::at eff1cacy 
:::at efficacy 
:::at cfficac 
Cat efficacy 

Cat 

Cat efficacY 

4JYr. 
I 43863801 
---------------------
43121112 
44942009 

44850 

1121 

I 
EFFIPROw PLUS TOPICAL SOLUTION FOR 
CATS 

1 Stnt11s J Note 

Merial 
Mcrial 
Merial 

I MefiUl 

Vir 
Vir 

I Merial 
~ial 

:ial 
·ial 

I Merial 

I Merinl 

Craig Parks, MS, DVM 
Vice President, Research & Dcvclopmc11t 

OLD 
OLD 
OLD 

I PAY 

OLD 
OLD 

I OLD 

OLD 
OLD 

IOL 
I Dntc 

December 
16,2011 
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~·"'"' ''l'l""'·od OM I' No. 20'~·0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

& 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

l'01pcnvork Reduction Act Notice: The p11blie n:porling burden /Or lhis collcclion of infonnatiou is estillmlcd lo average 0.25 ho111'S 11er response !Or rcgi:;lnlliou activilic:> uud 0.25 ho11rs pe1 ~>:~oou~·: 
for rcregislmtion and special review <ICtivilies, including lime !br reading !he ins1n1etion and completing I he necess01ry forms. Send commeuls regarding !he burden eslimOJie or any other asp~~~ oflhis 
eollceliou ofin!bmwtiou, iuc!uding :mggc:>lious for red11cing lhe burdcu lo Din.'Cior: OI'I'E !nformnlion ManagcnJCIJ! Division (2137) U.S. EnviroiUneniOJl Proteclio11 Agency, 40! M Slrccl, S.1V, 
W01shinglon, DC 20460. Do not sen;! lhe fofllJ to lhis address. 

DATA MATRIX 
Dulc: December !6, 20!! E!'A Rc No./Filc S 111bol 2382-TBA ~'ngc 4 ( :·6 

AtlJ>licunl 's/Rcgislranl's Name & Address Product: 
Virhae A!-1, lut.: 
PO Box 162059 EFFIPRO® PLUS TOPICAL SOLUTION FOR 
Fl. Worth, TX 7Cil61 CATS 
!u •rcdicul: !'i ronil, I' ri Jrox fen 
Guideline Reference N11111ber Guideline Study Nnme MR!D N1m1bcr SJibllliller SlalliS Note 

810.3300 Cat efficacy 43577701 Mcrial OLD 

810.3300 Cat efficacy 43577712 Mcrial OLD 

810.3300 Cat efficacy 43577713 tvlcri~1l OLD 

810.3300 Cat efficacy 43951701 Mcrial OLD 

810.3300 Cat efficacy 44088901 Mcrial PAY 
810.3300 Cat cffic!lC 44942011 Mcrial PAY 

810.3300 Cat cfficnc 44942106 Mcrial PAY 

810.3300 Cal efficacy 45618501 Mcrial PAY 

810.3300 Cat cfficac 45620502 Mcrial PAY 

810.3300 Cnt efficuc 45620503 Meriul PAY 

810.3300 Cat efficacy 46006002 Wclllllark PUBL 
Signallm: Name and Tille Dale 

i!.J.L Craig Parks, MS, DVM December 
Vice President, Research & Development 16, 20! I 

~ ................. 
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& 

u Act Nolicc: ·1 
for 1wegistration w1d spccialn::vie1v 
collection of ittfommliou, including 

Date: Deco 
Applicant 's/Regi 
Virbae Al-l, Inc 
1'0 13ox 162059 
rt. Wot1h, TX 76161 

!Ill: P" 
IIC Rc, 

810.33 

}.3300 
13300 
13300 

I s1o._13oo 

nn• 

~tL 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
ur .+. CUT!Io.TGTON, D.C. 20460 

Fonn, 

·e rcportiug b1mlcn for this collcctiou of infonnatiou is eslilnnled to awragc 0.25 hours per respouse f 
· ·· ime !'or re:tdiug the iuslmction and eontpleti11g the ucccssmy fonns. Send C< 

•v• •~uu~i11g the burden to Director: OPPE lufonnatiou Management Divisiou (2137) 
"'"isaddrcss. 

d 0.25 hmm; JlCI rcsuo .. sc 
estimate or any other aspc;t of this 

Protection Agcuey, 401 M Street, S.W, 

Cat efficacy 
Cat efficacy 

Cat efficacy 
Cal effieaev 
~at cffic:tcv 

Cat efficacy 
Cat efficacv 

Cat efficacy 

DATA 

I 45G2slo4 
I 456281os 

448501 

I 43121114 
I 431211 

456281 
456281 

I 456281w 
45628201 
45866902 
46019201 

I 46019202 

EFFIPRO& PLUS TOPICAL SOLUTION FOR 
CATS 

Mcrial 
Merial 
/irbac 

!Mill 
!Mill 
I Mer 

Mer· 
MO< 
M" 

I Mcrial 

Craig !'arks, MS, DVM 
Vice President, Research & DcveiOJllllenl 

li'AY 
PA\ 

<LD 
<LD 

PAY 

[PAY 
[PAY 

·---1 
-~_5_:~1· __ 

I Date 
December 
16,2011 

EPAf 11d raper Vo,.ions A-"oilable. •· ly l'apor ''"'ion. ,tc<n")· 1 
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l'orm ,11>1"'''''~ OM I' No. 10~1-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 401 M Stl"eet, S.W. 

WASHINGTON, D.C. 20460 
Pnpcrworl{ Reductlou Act Notice: The llllblic rc1J011iug b111rleu lbr I his collecliou of iufonnaliou is estimated to uvemgc 0.25 hours 11er rcspouse lbr regislmlion activities aud 0.25 h1111rs pel rc~po .. se 
for ren:gislration and special review uctivilies, inch1ding time for reading I he ins! ruction and complcling the n~"l:cssary forms. Send commenls regarding I he burden cslimute or 11ny olhcr 11sp~;( oflhis 
collccliou ofiulbmmtio11, iucluding SJiggcslions for rcduciug the b11rdcu to Director: OPPE lulbnuatiou Mmmgcmcnl Divisiou (2137) U.S. Euvironmcutall'rolecliou Ageucy, 401 M Street, S.1V , 
Wash in ton DC 20460. Do not send I he fom1 to this address. 

DATA MATRIX 
Dnl~d D~cembcr 16.2011 EPA Re . No./FilcS mhoi2382-TI3A "~~c_65l:6 
ApplicmJ!'s/Regislnml 's N11me & Address Product: 
Virbac AH, luc 
1'0 Box 162059 EFFIPROl!l PLUS TOPICAL SOLUTION FOR 
Fl. W(l>1h, TX 76161 CATS 
lu>rcdienl: Fi ronil, P ri rox fen 
Guidcliuc llefcreucc Number Guideliuc Stud Nmuc MRIDNmuher S>>bmiller SIUIUS Note 
Child ResistaJJt Packagiug 
40CFR 157 Evnhmtion or the I ml Applicator Tube with 0.5 48095215 Virbac AJ.l, Inc. OWN 

1nl waler, I applicator h1be !csl lbrChild-
Resis111111 El"fectiveuess 

40CFR 157 Evahmtiou or the I 1111 Applicator Tube with 0.5 48095216 Virbac Al·1, 1nc. OWN 
mlwaler, 6 applicators 111b~ lesl for Child-
Resistaut Effeclivcucss 

40CFR 157 Evaluation oflhc I ml Applicator Ti1be with 0.5 48095217 Virbac AH, luc. OWN 
1111 water, 36 applicators tube lest lbr Child-
Rcsistuul Effeeliveuess 

40 CFR 157 Evnlualiou of the I 1111 Applicator Tube wilh 0,5 48095218 Virbac AH, Inc. OWN 
mlwaler, I applicator !Jibe lest for Scllior-Use 
EOCctivcucss 

40 CFR !57 Evaluation o!"lhc I 1nl Applicator T11bc wilh 0.5 48095219 Virb~c AH, Inc. OWN 
mlwaler, 6 applfenlors tube ICSI for Seuior-Use 
En~etiveuess 

40 CFR 157 Evahmliou of the I ml ApplicutorT11be with 0.5 48095220 Virbac AH, luc. OWN 
1ulwatcr, 36 applicators h1be tcsl for Senior-Use 
Eff~>cliveuess 

40 CFR 157 Evalualiou oflhc lml applicator 111be wilh 0.50 48410018 Virbac Al-l, luc. OWN 
1ulwatcr, 3 applicator lube lest for Child-
Resislm>l EI1Cclivcness 

40 CFR 157 Evalualiou o!"lhc lml applicator lube wilh 0.50 48410019 Virbac AH, Inc. OWN 
>HI water, 3 applicator lube test tbr Scuior-Usc 
EOi:ctiveuess 

Sigualurc Nm11c aud Title Date 

L;u Craig Parks, MS, DVM December 
Vice President, Research & Development 16,201 ( 

f:l',l ""'"' S570·35 !9·91) ·E·iC<·iNitliCOOtf"iiOj]Cr V<""'"' Arail>bk S"bmi> only r,,por ><f1lio: ,\'"""'"'"'"n'"lll.o C""'" ·~· .. •·· l'l" 
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December 16, 20 II 

Richard Gebken, PM 10 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: EFFIPRO'M PLUS Topical Solution for Cats (EPA File Symbol 2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

48695000 

Virbac Animal Health is hereby submitting an application to register the spot-on pesticide 
product EFFIPRO™ PLUS Topical Solution for Cats. 

This product contains fipronil and is similar to the registered product EFFIPRO Topical 
Solution for Cats (EPA Reg. No 2382-186), except that it also contains the IGR pyriproxifen. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past I5 years. 

Below is a list of the components included with this application: 

I. Cover Letter; 
2. Transmittal Document; 
3. Application for Pesticide Form 8570-I; 
4. Confidential Statement of Formula; 
5. Formulator's Exemption Form; 
6. Data Matrix Form 8570-4 (EUP and TGAI) ; 
7. Certification of Data Citation Form 8570-34; 
8. Proposed Label -Use Directions 5 copies; 
9. 3 copies of bound PR 86-5 compliant study reports supporting registratiqq;, 
IO. Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
II. Letter of Self-certification of Child-Resistant Packaging; and 
12. Copy ofPRIA Check for category R-310 ($4807). 

3200 Meacham Blvd. • Fort Worth, TX 76!37 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 92



Child-Resistant Packaging 

EFFIPROTM PLUS Topical Solution for Cats employs the same single dose unit 
applicators that are used in the packaging of the registered product EFFIPRO Topical Solution 
for Cats. These single dose applicators in packages of 1,3,6, and 36 have been previously tested 
and CRP certification accepted by EPA. All test data have been cited in the Data Matrix and a 
Self-Certification letter has been included with this application according to EPA requirements. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-310 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please find a copy of one previously submitted check in the amount of $4807.00 to cover the 
PRIA fee. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 3'R-'tiS9 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS CAT 
12/16/2011 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76!61 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to register an end use pro namely EFFIPRO® PLUS Topical 
Solution for Cats. Effipro® EFFIPRO® PLUS Topical Solution for Cats contains the active 
ingredients Fipronil and Pyriproxyfen. 

SUBMITTAL DATE: 

December 16,2011 

Study Title IDNo. 
I Materials 

Plus Solution for Cats 

Group A Product Chemistry 

2 830.17~~ 48695001 
Product Specific Chemistry for EFFIPRO® PLUS Topical 

r Cats 
3 vrr•' l:o;. Q fi . fh . Pre tmmary a ys1s- uantl ~eatwn o t e Active 48695002 
~ rinFive I Methnn• 

4 
Enforcement Quantification of the Active 48695003 

'I and 

Group B Product Chemistry 

5 urn> 
Determination of the Physico-Chemical Property 48695004 
"· ' (Color, · State and nnnN 

6 vrrt> 
Determination of Oxidation I Reduction (Chemical 48695005 

·-·-
7 OPPTS 830.6315 

Determination of the PhysicoMChemical Property "Flash 48695006 
Point" -----

I 
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Volume Studv Title MRIDNo. 
8 OPPTS 830.7000 

Detennination of the Physico~Chemical Property~ pH 48695007 
9 OPPTS 830.7100 48695008 Determination ofPhysico~Chemical Prooertv "Viscositv" 
10 OPPTS 830.7300 

Determination of the Physico~Chemical Property 48695009 
"Relative Density" 

Acute Toxicity 

11 OPPTS 870.l100 48695010 
Acute Oral Toxicitv Study in Rats- Uo~and~Down Procedure 

12 OPPTS 870.1200 48695011 Acute Dermal Toxicity Study in Rats 
13 OPPTS 870.2400 48695012 Acute Eye Irritation Study in Rabbits 
14 OPPTS 870.2500 48695013 Acute Dermal Irritation Study in Rabbits 
15 OPPTS 870.2600 

Dermal sensitization~ Contact Hypersensitivity in Albino Guinea 48695014 
Pigs, Buehler Test 

Product Petformance 

16 OPPTS 810.3300 48695015 
Summary of Efficacy Data 

17 OPPTS 810.3300 
Pathogen Transmission Related to Flea and Tick Infestations in 48695016 
Cats and Dogs 

18 OPPTS 810.3300 
Study of Efficacy and Safety of 636.29 in Control of Flea 48695017 
Infestation in the Cat 

Product Safety 

19 OPPTS 870.7200 48695018 Surnmarv of Companion Animal Safet¥ Data 
20 OPPTS 870.7200 

Tolerance study by Cutaneous Application (spot~on) in Young 48695019 
Cats. 

·-~ 

2 
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~orm Appro>«! OMB No. Z071J-0060 

~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

P:!pcrwork Reduction Act Notice: The public reporting burden fOr this collection of information is estimated to average 0.25 hours per response tOr registration activities aod 0.25 hours pcr;~;;-
tOr reregistration and special review activities, including time for reading the instruction <llld completing the necessary fotms. Send comments regarding the burden estimate or any other aspc;) oflhis 
collection of information, including suggestiom for reducing the burden to Director: OPPE lnfOJmation Management Division (2!37) U.S. Environmental Protection Agcucy, 401 M Street, S;\'1 .• 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: August 23, 2011 
Applicant's!Rcgistrnnt's Name & Address 
Virbac SA 
Jere avcuue 2065 M- LID 
f-06516 Carros, france 
Ingredient: Fioronil 
Guideline Reference Number 
72-2/850.1010 

835.2110 
40 CFR 158.390 Reentry 
Protection Data Reauiremeuts 
133-3 
133-4 
132-1 
NIA 

NIA 

Signature 

Guideline Stud Name 
Acute LC 50 freshwater invertebrates 
Da hnia ma tJa 

Acute LC 50 freshwater invertebrates 
Da hnia ma na 

Acute LC 50 freshwater invertebrates 
(Dae_lmia mag_lla} 
Acute LC 50 freshwater invertebrates 
(Daphnia magna) 

Hvdrolvsis 

Dennal exposure - Fipronil 
Inhalation exposure- Fipronil 
Dislod cable residue dissi tion- Fi ronil 
Dermal and inhalation exposure of 

Analytical method for exposure studies-
Fioronil 

1 •. , 

d'l'''''~ . _.!.-
EPA Form 8570-3S "(9:97) 6ieelroniC-aod Paper Ver:sKiiiS-Availab)e. Submil only Paper vers1on. 

MRlDNumbcr 
42918625 

42918669 

42918671 

I 43291719 

42977905 

44433302 
44433302 
44531203 
44433303 

44433308 

EPA Re~. No./f)lc Svmboi87825-R 
Product: Fipronil Technical 

Submitlcr 
BASF 

BASF 

BASF 

IBASF 

BASF 

Merial 
Mcrial 
Merial 
Me rial 

Mcrial 

Name and Title 
Jean-Pascal Marc 
Corporate Product Innovation Director 

OLD 

OLD 

OLD 

I OLD 

I OLD 

PAY 
PAY 
PAY 
PAY 

PAY 

A~•nry l11lerual Us• Copy 

)•a<~d>~f6 

,-~~,JC,-' 

August 23, 
2011 

* Pursuant to 40 CFR 152.96 (c), Virbae llerchy certifies that Virbae has no basis to believe tlmt this requirement is not a data gap and, further, that Virbac has sent by eet•tificd mail to all companies 
on the current EPA Data Submitters List for flpronil a Jetter requesting tlmt the company identify, within 60 days of receipt, any valid study that JVOU!d fulfill this dat~ requirement. Once this 60-day 
pclil)d expires, Vlrbac will update the Agency as to the information, if any, Virbac receives iu rcspouse to this "data gap" letter. 
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Fonu App!'UV<II 0Mil N". ZG70·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
,& 401 M Street, S.W. 

' ._,. ' 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 h011rs per respOnse 
for reregistration and special review aclivities, ineluding lime for reading the instruction and completing the necessary furms. Send comments regarding the burden estimate or any other aspect of1his 
collection of information, includiug suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Strccl, S.W., ·: 
Wash in ton, DC 20460. Do not send the fonn to lhis address. 

DATA MATRIX " 

Date: Au usl 23, 2011 EPA Re . No./Fi!c S 1bol 87825-R Page5o:c 
Virbac SA Product: Fipronil Technical 
!ere avenue 2065 M- LID 
F-06516 Carras, France 
In redient: Fi ronil 
Guideline Reference Number Guideline Stud Name MRID Number Submitler Status Note 
83-!/870.4100 Chronic feedtn rodent 42918648 BASF OLD 
83-1/870.4100 Chronic feeding- nonrodent 42918645 BASF OLD 

83- !/870.41 00 Chron"1c feeding· nonrodent 43402802 BASF PAY 
83-2/870.4200 Onc2_genieity · mouse 42918649 BASF OLD 
83-2/870.4200 Onco enici mouse 4350!702 BASF PAY 
83-2/870.4200 Onco enici rat 42918648 BASF OLD 
83-3/870.3700 Terata enici rabbit 42918646 BASF OLD 
83-3/870.3700 Teratogenicity· rat 42977903 BASF OLD 
83-3/870.3700 Teratogenicity· rat 44275001 BASF PAY 
83-6/870.6300 Deve!o menta! ueurotoxicity_ 44039002 BASF PAY 
83-4/870.3800 Re roduction 42918647 BASF OLD 
84-2/870.5100 Gene mutation 42918652 BASF OLD 
84-2/870.5100 Gene mutation 42918679 BASF OLD 
84-2/870.5100 Gene mutation 43291716. BASF OLD 
84-2/870.5100 Gene mutation 4329!717 BASF OLD 
84-2!870.5!00 Gene mutation 4329172! BASF OLD 
84-2/870.5100 Gene mutation 43291722 BASP OLD 
84-2/870.5! 00 Gene mutation 43401 !02 BASF OLD 
Signahu-c Name and Title Date 

_\:t·,,._"'_ Jean-Pascal Marc Auyust 23, 
.dL. Corporate Product Innovation Director 2011 

EPA Form 8570·3> (9-97) Elecoronicand Pav<r V<~>toliS.Available. s.ibn:ii.IOnly Paper vmion. Agency IUIO<uolllie Copy 
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~ 

~ "" I 
Fonll Allllf<l>OJI OM II No. 2070-UUO~ I 

I 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~ 401 M Street, S.W. 
ur A t;;.;T-TTNr.:<.TQN. D.C. 

----~----·· ---,----------., ouggc"•ons for reducing the burden to Director: OPPE lnfonnation Management Divisiou (2137) U.S. 
DC 20460. Do not send the fonn lo this address. 

\

··w·· 
Virbae SA 
lercavenue2065 M -LID 
F-06516 Carras. France 

Guideline Reference Number 

~Address 

40 CFR 158.340 Toxicology Data 1 
R4-" 

!' 84-

!5-1 

1./4/D 

1.7600 
~~ . - 0.7600 

40 CFR 158.490 Wilcllife 
71-11850.2100 

).1075 

- Structural 
Other gene 

! General 

[ Avian 0!-arJ 

r fish LC 50 1 

bluegill 

DATA MATRIX 

••~ •vv5J; 
43501703 

AT A GAP 

[419i8617 
)16 

918673; 
42918674;42977902 
43279703;43291718 

[ Product: Fipr 

BASF 
BASF 
BASF 

BASF 
BASF 
BASF 

\SF 

~ 

I BASF 

I BASF 

dTitlc 
Jean-Pascal Marc 

.. •• :~ .. "~tivitios and 0.25 hours per respc:~~-,;·· 
estimate or any other aspect oftb·=~ .. 

Protection Agency, 401 M Street, S.W ., 

! Status 

OLD 

I OL 
I OL 

PAY 

i"~'i-"6 ----

[ GAP [ *See below 

OLD 
I OLD 

I OLD 
OLD 
OLD 

d
.,,.,, 

- l Corporate Product Innovation Director 

Date 
August 23, 
2011 

Ag<,Ol' I 

I 
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#a 

r;,p 
for r 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

e public rcpmting burden for this collection ofiufonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
· for reading the instruction and completing the necessary fbrms. Send contments regarding the burden estimate or any other aspect of this -

.•.... _, .. ___ ,, m~'""ing suggestions for reducing the burden to Director: OPPE lnf01mation Management Division (2137) U.S. Environmental Protection Agency, 40 t M Street, S.W., 
1. DC 20460. Do not send the fornt to this address. 

s Name, 

I 
VtrOac:SA 
tore avenue 2065 M- LID 
F-065 I li r~....,.,~ r., 

40 CFR 158.340 ' 
870.1100 

870.1200 
no.12oo 

870.250( 
870.260( 
870.610( 

"' "·-' ·~ 

870.3200 
870.32.': 
870.61( 
81-8 

Data: 
11 toxicity 

~ 
Primary ( 

\-,) ... ~.._. 
JL 

n toxicitv 

11 toxicity-
I toxicity 
1 toxicity 

· · ytoRatsby, 

---
DATA MATRIX 

j Product: Fipronil ~ 

___ , 

I OLD BASF 
43279706 

42918629 BASF OLD 
43235402 BASF OLD 
42918631 BASF OL 
42918632 BASF OLu _j 

! 42918630 BASF 0!£ 
42918634 
42918635 

1

43559501 I 

42918643 BA! --

DATA GAP 
1703 

144431801 

BASF --
~ 
! BASF 

BASF 

Name aud Title 
Jean-Pascal Marc 
Corporate Product Innovation Director 

OL 
:JAP \ *See below 

I PAY 

I Date 
A11gust 23, 
20) ( 
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Bz 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 

uu-.dou Act Notice: T!tc public reporting burden for this co!!eclion ofiufomialion is cslimalcd to average 0.25 hours per response for registration activities and 0.25 hours per response 
n ond special review activities, including lime for reading t!m inslmction and completing the necessary fonns. Send comments rcgat·ding the burden estimate or any other aspect of this " 

s Name< 
Virbac ~A 
[ere avenue 2065 M - L!D 

Carros. France 

830.6318 
830.6319 
830.6320 

UJV.V~~ 

830.7000 
830.7201 
830.7301 
830.7321 

EPA! 

pH 

"'l -\l ::+<>-
-e./1 

n voltage 

'· Submio c 

DATA MATRIX 

•~v ___ , 

48095249 
48095250 

48095251 
48095244 

48, 

Virbac 
Virbac 
Virbac 

Virbac 
Virbac 

Virbac 
Virbac 
Virbac 

Virbac 

Jean-Pascal Marc 
Corporate Product Innovation Director 

~ 

---

I Status \ Note 

I NIA 

OWN Seenote 

NIA 
OWN 
OWN 

I OWN 

OWN 

"' Waived 

Date 
August 23, 
20!! 

Note: 830.6317 and 830.6320: Per Agency policy, storage stability and corrosion characteristics data are not required to be submitted unless specifically requested by the Agency. Virbac 

has initiated these studies and will submit the final reports ifrequired when the studies are completed. 
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~ 

I '., fon 

\ f.~o6~; 

830.1550 
830.1600 
830.1620 

I s3o.J67o 
830.1700 
830.1750 
830.1800 
830.1900 

!0.63 

fll . 0 

.. ·········-··-"· "·~------., --. 
'· DC 20460. Do not send t 

"~ ... -LID 
:. Frnnc 

Test C 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
WASHINGTON, D.C. 20460 

n for this collection of infonnation is estimated to average 0.25 hours per response for rcgi<trntinn ~,t;viti~< nnfl n ?.~ lwm-s o,,. ,.,,nnn<e 
Ln<.:r a:;pect of this 
Street, S.W., 

! Product: 
fMaterials 1 
rp...,,J,~•;~~ 

I Stora)4c ~ 

~ 
·~xplodability 

Yr. Storage~ 

DATA MATRIX 

--~J~-

480952, 
480952: 
480952: 
480952< 

48095240,48095243 
48095240.48095243 

148"'" 
48095 
48095 

I Product: Fipronil · 

Vi 

irbac 
irbac 
irbac 

irbac 
irbac 
irbac 

"rbac 

OWN 
OWN 
OWN 

I A 
WN 
WN 

VN 
iWN 

OWN 
OWN 
NR 
OWN' ''"::;c:;nm 

lp""~ .__J_;._. 

I Name and Tltlc 
Jean-Pascal Marc 
Corporate Product Innovation Director 

1 Date 
August 23, 

. 2011 

EPA Fann S570-J5 {"·' A~onC)' I 
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{Master Label} 
Virbac's Master Label 

Date December 13, 2011 Version US-7 
Fipronil + Pyriproxyfen Topical Solution for Cats 

EPA Reg. No. 2382-XXX 

Virbac 
EFFIPRO®PLUS TOPICAL SOLUTION FOR CATS 
FOR USE ONLY ON CATS AND KITTENS 8 WEEKS OLD OR OLDER 

ACTIVE INGREDIENTS: 
Fipronil ... 
Pyriproxyfen .. 

OTHER INGREDIENTS: 

TOTAL: ...............................................•.... 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

............... g.5% 

. ..... 1 1.5% 

············ 7g_o% 

.......... 100.0% 

Hannful if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands thoroughly with 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. Do not use on kittens under 8 weeks of age. Individual sensitivities, while rare, may occur after using 
ANY pesticide product. Possible temporary initation may occur at the site where EFFIPRO, PLUS Topical Solution for Cats 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. If an unusual reaction is observed following initial application, a veterinarian should be consulted before 
repeating application. Certain medications can interact with pesticides. Consult a veterinarian before using on medicated, 
debilitated or aged cats. 

FIRST AID 

IF SWALLOWED: • Call a poison control center or doctor immediately for treatment advice . 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by a poison control center or doctor. 

• Do not aive anvthina bv mouth to an unconscious person . 

JF JN EYES: • Hold eye open and rinse stolll'ly and gently with water for t5-20 minutes . 

• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . 

• Calla ison control center or doctor for treatment advice. 

IF ON SKIN OR . Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for t5-20 minutes . • 
• Call a poison control center or doctor for treatment advice. _' __ 

Have product container or label with you when catting a poison control center or doctor, or going for treatment. 

You may also contact the Hotline number 1-800-338-3659 for human and veterinary health concerns, emergency. 

medical treatment information or pesticide Incidents. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to apply 
product. TO PREVENT HARM TO YOU AND YOUR CAT, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH U.SE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE o;~ 
RABBITS. DO NOT USE ON OTHER ANIMALS. 

EPA Reg. No. 2382-XXX Pending Master Label, page 1 of5 
12/16/201 J 102



For killing !leas, flea eggs, Ilea larvae, all stages ot Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks 
(that(which] may transmit(cany] Lyme disease), mosquitoes, and chewing lice; apply to CATS or KITTENS (8 weeks old or 
older) as follows: 

APPLICATION DIRECTIONS 
1. Remove one applicator from packaging. 

Hold applicator upright and remove cap. 
2. Invert cap and place other end back onto applicator tip. 

Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part eat's hair betlveen shoulder blades until skin is visible. 
Place applicator tip directly against exposed skin. 
Deposit entire contents by squeezing the applicator at a single site on eat's skin. 
Ensure that EFFIPRO<> PLUS Topical Solution for Cats is not applied superficially on cars hair. 

FREQUENCY OF APPLICATION 

EFFIPRO"' PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly. 
Fleas: EFFIPRO"' PLUS Topical Solution for Gats can control fleas for up to six weeks. Apply monthly if your cat has fleas that 
may cause Flea Allergy Dermatitis (FAD), or lf reinfestatlon is likely. EFFIPR0° PLUS Topical Solution for Cats can control flea 
eggs {and larvaebfor up to three months (90 days}. 
Ticks: EFFIPRO PLUS Topical Solution for Cats can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing Lice: EFFIPRO® PLUS can kill chewing lice for a month or longer. Apply monthly were chewing lice control is 
consistently needed. 
Mosqutt~s: When applied mol)thly, EFFIPRO"' PLUS Topical Solution for Cats can kill mosquitoes within 24 hours/tor up to 
14 days), and within 48 hours.A,for up to 28 dayq.{ 
Notes: Wait at least 30 days before re-application of EFFIPRO"' PLUS Topical Solution for Cats. Avoid contact with treated 
area until dry. 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 

STORAGE: Store unused product in original container only, out ot reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling, 
if available. If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 
To the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling 
are contrary to label instructions. To the extent consistent with applicable law, any damage arising from a breach of this 
warranty shall be limited lo direct damages and shall not include consequential commercial damages such as loss of profit or 
values. 

Net Contents: 1, 3. 6 or 36 single-Uose applicator(s} per package. Each applicator contains 0.017 fl oz (0.5 mL} of solutiun. 

(Detachable} calendar (monthly application} reminder stickers with (illustration of cat or kitten}. 

EPA Reg. No. 2382-XXX 

EPA Est. No. 2382-XXX 

VIRBAC AH, INC. 
PO BOX t62059 
FORT WORTH, TX 76161 
1-800-338-3659 
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Made In France 
EFFIPRO"' is a registered trademark ofVirbac SA in the United States. 
Questions or comments? 
Gaff: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 

See package insert(s) for directions for use and frequency of application 
Open resealable label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) forfrequency of application 
See enclosed insert(s) for directions for use and slorage and disposal 

See enclosed insert(s) for directions for use 

Use only on cats 
For Use on Cats only 
Only for cats and kitfens 8 weeks old or older 
(1, 3, 6 or 36) appficator(s) 0.0 t7 fl oz (0.5 ml) 

Photograph of cat or killen 

Lift here to open (LIFT HERE TO OPEN) 

{Text for Foil of Blister package} 

Virbac 
EFFIPRO"' PLUS Topical Solution for Cats 
Only for use on cats I 0.017 fl 02: {0.5 mf) 
Contains fipronil {9.5%) and pyriproxyfen (1 t.S%) 
KEEP OUT OF REACH OF CHILOREN 
CAUTION 
See fun label for additional directions 
EPA Reg. No. 2382-XXX 

{Text for Applicator Tube} 

Vfrbac 
EFF!PR0°PLUS 

Topical Solution for Cats 
Only for use on cats 
O.Q17 fl 01: (0.5 ml) 

Contains fipronil (9.5%) and pyriproxyfen (11.5%) 
KEEP OUT OF REACH 

OF CHILDREH 
CAUTION 

See fun label for additional directions 
EPA Reg. No. 2382-XXX 

MARKETING CLAIMS 

!Multiple infestations] 
For convenient quick-acting. long-lasting, effective control of fleas, flea eggs, flea larvae, licks, mosquitoes ar:j 
chewing lice (for CATS and KITTENS 8 weeks old or older). 
For convenient, quick-acting, long-lasting, effective control of fleas, ticks, mosquitoes and chewing lice (for CATS and 
KITTENS 8 weeks old or older). · · · 
EFFIPRO:;, PLUS Topical Solution for Cats conlains the active ingredient fipronil, which controls infestations causeO • 
by fleas. ticks, mosquitoes and chewing lice (on cals) (8 weeks old or older). 
EFFlPR0° PLUS Topical Solution for Cats contains the active ingredient pyriproxyfen, which controls reinfeste~ion 
caused by flea eggs, flea larvae (on cats) (8 weeks old or older). 
For killing fleas, an stages of Brown dog ticks, American dog ticks, lone Star ticks, and Deer ticks, (which/that ma.v. 
carry (transmit) Lyme disease), mosquitoes and chewing lice; apply to CATS or KITTENS (8 weeks old or older) as 
follows: (followed by application directions). 
Persistent flea and tick efficacy for up to one month (4 weeks) (30 days) 
Prevents flea and lick (re-)infestation for up to one month (4 weeks) 
Effective monthly application for (on) fleas and ticks 

FPA Reg. No. 2382-XXX Pending Master Label, page 3 of 5 
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Effective monthly application for cats (and kittens) against fleas and ticks 
Kills fleas and ticks for up to one month {4 weeks) 
Kills fleas, ticks, mosquitoes and chewing lice 
Kills fleas, ticks, mosquitoes and lice 
Kills, fleas, flea eggs, flea larvae, ticks, mosquitoes and chewing lice 
Kills, fleas, flea eggs, flea larvae, ticks, mosquitoes and lice 
Apply monthly for control and prevention of fleas and ticks 
Protects against fleas and ticks for up to one month 

• EFFIPRO., PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly. 
Fleas: EFFIPRO"' PLUS Topical Solution for Cats can control fleas, flea eggs and flea larvae for up to (six weeks) 
Apply monthly if your cat has fleas that may cause Flea Allergy Dermatitis, or if reinfestation is likely. 

[Fleas] 

Ticks: EFFIPR0° PLUS Topical Solution for Cats can kill ticks for a month or longer. Apply monthly where tick control 
is consistently needed. '" 
Mosquitoes: Wh7p applied monthly, EFFIPRo- PLUS T~'cal Solution for Cats can kill mosquitoes within 24 hours 
lor up to 14 day¥, and within 48 hours {or up to 28 days . 
· Notes: Wait at least 30 days before re-application of EF I PRO"' PLUS Topical Solution for Cats. Avoid contact with 
treated area until dry. 

Kills newly emerged adult fleas prior to egg-laying 
• Kills fleas that may transmit bartonellosis 
• Kilts fleas that may transmit bartonellosis, tularemia and tapeworm 
• Kills fleas that may transmit GHseases;-iooll:i001g bartonellosis. tularemia and tapeworm 
• Kills fleas that may transmit dfsease9';"lndudirrg bartonellosis, tularemia and tapeworm infestations 
• Kills fleas that may transmit d~S;"inclttdi'llg bartonellosis and tularemia 

Kills fleas, flea eggs and flea larvae 
• Prevents development of all flea stages (flea eggs, flea pupae and flea larvae)for up to (3 months) (90 days) 
• Kills flea eggs for up to (3 months) (go days) 
• Sterilizes and kills fleas 
• Sterilizes fleas for up to (3 months) (90 days) 
• Prevents all flea stages (adult fleas, flea eggs, flea pupae and flea larvae) 
• Prevents development of all flea stages (flea eggs, flea pupae and flea larvae) for up to (3 months) (90 days) 

With pyriproxyfen (IGR) to break flea life cycle 
Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 

• Kill fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
• Effective monthly control of adult fleas 
• Kills fleas 
• Easy to apply, control of (for) fleas that lasts for up to 1 month (4 weeks) 
• Protects (your cat and kitten 8 weeks of age or older) from fleas for up to one month {4 weeks) 
• Protects from fleas for up to one month (4 weeks) 
• Kills adult fleas for up to one month (4 weeks) 
• Apply monthly (all year) for control and prevention of fleas 

Regular {monthly) use breaks the flea life cycle 
• EFFIPR0° PLUS Topical Solution for Cats (rapidly) kills fleas that may cause Flea Allergy Dermatitis (FAD) 

EFF!PRO"' PLUS Topical Solution for Cats kills fleas on your cat 
• Kills adult fleas which may cause Flea Allergy De1111a!itis (FAD) 
• Kills fleas which/that may cause flea-bite anemia 
• Fleas do not have to bite to die 

Protects your cat from flea infestation that may cause flea-bite anemia 
The successive feeding activity of fleas on cats may elicit a hypersensitiv~y skin disorder known as Flea Allergy 
Dermatitis (FAD) 
Protects cats and kittens over 8 weeks of age from fleas for up to one month (4 weeks) 
Prevents flea (re-)infestation for up to one month (4 weeks) 

• Prevents flea eggs from hatching or developing into larvae or adult stages (for up to 90 days (3 months)) 

[Ticks[ 

• Kills all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (including those which :~hag 
may transmit [carry) Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis, anaplasmosis an.t 
cytauxzoonosis) 

• Kills ticks, including those that may transmit Lyme disease 
• Kills ticks including Deer ticks (which may transmit Lyme disease}, American dog ticks (which may transmit R6cky ·. 

Mountain Spotted Fever), Brown dog ticks (which may transmit ehrlichiosis), and Lone Star ticks (which may transr.li! 
hepatozoonosis) for up to one month (4 weeks) 
Kills ticks including Deer ticks (which may transmit Lyme disease), American dog ticks (which may transmit R"?C"Y 
Mountain Spotted Fever) and Brown dog ticks (which may transmit ehrlichiosis) for up to one month (4 weeks} 
Kills Brown dog ticks (RhipiCephalus spp), American dog ticks (Dermacentor variabilis), Deer ticks (Ixodes sprJ: an·rJ 
Lone Star ticks (Amblyomma americanum) for up to one month (4 weeks) 
Kills Amblyomma americanum (lone Star ticks) for up to 4 weeks (for up to one month) 

• Protects from ticks for up to one month 

[Mosquitoes] 
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Kills mosquitoes 
• Kills mosquitoes for up to 28 days 

[All others) 

• Chewing lice infestations are rapidly eliminated 
• May be used only on kittens from 8 weeks of age 
• Begins working upon application 
• Once monthly application 
• Single application lasts up to 4 weeks (one month) 
• Easy and convenient application (applications) 
• Easy to apply spot-on (topical) applicatiOn 
• Convenient, easy to apply 
• Convenient to use (easy to apply) 
• Convenient to use (easy to apply) topical application 

Convenient topical application (for cals) 
• Easy, spot-on (topical) application 
• Quick drying, non-greasy 
• Available from licensed veterinarians 
• 1 (3, 6, 36) appticator(s) (tube[sQof0.017 fl oz (0.5 ml) 
• 1 (3, 6, 36) applicator(s) (tub€[s)) 0.017 fl oz (0.5 ml) 

t (3, 6, 36) month(ly) dose(s) {applicalion[s)) 
1 applicator (tube) 1 month(ly) dose 
3 applicators (tubes) 3 (monthly) doses 

• 6 applicators (tubes) 6 (monthly) doses 
• 36 applicators (tubes) 36 (monthly) doses 

t applicator containing 0.0 t7 fl oz (0.5 ml) 
• 3 (6,36) applicators each containing 0.017 fl oz (0.5 ml) 
• Remains effective after exposure to sunlight 

Remains effective after bathing 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 
Remains effective even after bathing 

• Remains effective after exposure to rain and sunlight 
• Still works after bathing, or exposure to sunlight 

EFFIPRO"' PLUS Topical Solution for Cats is effective after bathing, shampooing, water immersiOn, or sunlight 
exposure. 
Still works after exposure to sunlight 
Waterproof {remains effective after bathing and swimming) 
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{Master label} 
Virbac's Master label 

Date December 13,2011 Version US·7 
Fipronil + Pyriproxyfen Topical Solution for Cats 

EPA Reg. No. 2382-XXX 

Virbac 
EFFIPRO®PLUS TOPICAL SOLUTION FOR CATS 
FOR USE ONLY ON CATS AND KITTENS 8 WEEKS OLD OR OLDE~~~ _ 
ACTIVE INGREDIENTS: . ~{r 

~~r=~~~--- ..................................... .............................. ..................... ·::~:: ... :::·::::::·: ..... :·:.·::::1·1-.'SJ.S% 
OTHER INGREDIENTS: ........... ~:::: ...................... 79.0% 

TOTAL: . . ...................... .................................. .................... . ............... :~~~~j:~:- ..... 100.0% 

KEEP OUT OF REACH OF CHILDREN <s~ 

HAZARDS TO HUMANS 

CAUTION '·-,,~ ...... _·<:~! READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

Harmful if SWilllowed. Causes mods rate eye Irritation. Avok! contact with skin. eyes. or clothing. Wash hand$ thoroughly I'Mh 
soap and water afteT handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. Do not use on kittens under S weeks of ;~ge. Individual sensitivities, while ram, may occur after uslng 
ANY pestl~ide product. Possible temporary Irritation may occur at the site whem EFFIPRO~ PLUS Topical Solution for Cats 
was applied. Contact a veterinarian immediately if signs become persistent or become more sevem during the first few days 
folk»\ing application. If an unusual reaction is observed following initial application. 11 veterinarian shoUld be consulled before 
repeating <Jpplicatiofl- Certain medications can Interact with pesticides. Consult a veterinarian before using on medicated, 
debi~taled or aged cats. 

FIRST AID 

IF SWALLOWED: • can a polson co~trol center or doctor immediately for treatment advice . . Have person sip a glass of Willer if able to swallow . 

• Do not induce vomiting unless told to do so by a polson control center or doctor . 

• Do not oive anvthino bv mouth to an unconscious oernon . 
IF IN EYES: • Hold eye open and rinse slowly nnd gently with water for 15·20 minutes . 

! • Remove contact tenses, !f present, after the nrst5 minutes, then continue rinsing eye. 

I • CaU a nnison cortrol centeTor doctor for treatment advice. 

IF ON SKill OR • Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for 15-20 minutes . • 
• Call a nnlson cortrol center or doctor for treatment advice . 

Have product container or label wfth you when calling a poison control centor or doctor, or going for treatment. 

You may also contact the Hotline number 1-800-3311-3659 for human and veterinary health concerns, emergency 

medical truatment Information or pesticide Incidents. 

DIRECTIONS FOR USE 
Ills a violation of Federal law to use this product In any manner inconsistent with Us labeling. Do not allow children to aPP•i 
product. TO PREVENT HARM TO YOU AND YOUR CAT, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT US<Z ON 
RABBITS. JO NOT USE ON OTHER ANIMALS. 

EPA 1\eg. :-ln. 2382-XXX Pending M:t.~lcr label. p•ge 1 of5 
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{Master label} 
Vurbac's Master label 

Date December 13, 2011 Version US·7 
Fipronil + Pyriproxyfen Topical Solution for Cats 

EPA Reg. No. 2382~XX.X 

Virbac 
EFFIPRO®PLUS TOPICAL SOLUTION FOR CATS 
FOR USE ONLY ON CATS AND KITIENS 8 WEEKS OLD OR OLDER 
ACTIVE INGREDIENTS: 
Fipronil ... ........................... 9.5% 
Pyripro;.;yfen. . ....... < .. .. tU)% 

OTHER INGREDIENTS:;;'.: ..... : .. .. ............... 79.0% 

TOTAL: ...................... . 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
I~EAD ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

.... tOO.O% 

Harmtul if swallowed. Causes moderate eye initalion. Avoid ~:ontact with skin, eyes, or clothing. Wash hands thoroughly with 
soap and water after handling and before eating, drinlling. chewing gum, using tobacoo. or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For elctcrnal use only. Do not use on kiltens under 8 v~eeks of age. Individual senslliv~ics, while rare, may occur atter using 
ANY pestiCide product Possible temporary irritation mly occur at the stte where EFFIPRO® PLUS TopiCal Solution for Cats 
was applied. COntact a veterinarian immediately if sign5 become persistent or become more severe during the first few days 
following application. If an unusual reaction Is observed follOWing inillat application. a veterinarian should be consulted before 
repeating application. Certain medications can intera<:t wHh pestiCides. Consu~ a veterinarian before using on medicated, 
debilitated or aged cats. 

IF SWALLOWED: 

lFlN EYES: 

lFON SKIN OR 
CLOTHING: 

• Call a poison contmt center or doctor immediately for treatment advtce. 

• Have person slp a glass of water if able to swallow. 

Do not induce vomi:ing unless told to do so by a poison control center or doctor. 

• Hold aye open and rinse slowly and gently with walerfor t5-20 minutes. 

- Remove contact lenses, if present, after tho first 5 m'nutes, then continue lin sing eye . 

• 
- Take orf con laminated clothing. 

PJnse skin immedi~tely with plenty or water for t5-20 minutes. 

You may also contact the HOUine number 1-800-338-3659 for human and veterinary health concerns, emergency 

modi~ I treatment information or pnsticldc Incidents. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any mani'IOf Inconsistent with Us labeling. Do not allow children lo apP.)' 
product. TO PREVENT HARM TO YOU AND YOUR CAT, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. 00 NOT US~ ON 
RABBITS. 00 NOT USE ON OTHER ANIMALS. 

EPA Reg. No. 23H2-XXX Pending M;u;tcr la~l. page l of$ 
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For killing fleas, flea eggs, flea larvae, all stages of Brow11 dog \leks. American dog ticks, lone Star licks, and Deer ticks 
(that {which] may transmit [carry] Lyme disease), mosquitoes, and chewif!Qliee; apply to CATS or KITIENS (8 weeks old or 
older) as folloWs: 

APPLICATION DIRECTIONS 
1. Remove one appliCator fr¢111 packaging. 

Hold applicator upright and remove cap. 
2. Invert cap and place other end back onto applicator lip. 

Push cap down to break s~al. 
Remove cap prior to treatment application. 

3. Part cal's hair between shoulder blades until skin is visible. 
Place applicator lip diredly against exposed skin. 
Deposit entire contents by squeeZing the applicator at a single Site on eat"s skin. 
Ensure that EFFIPRO~ PLUS Topical Soltltioofor Cats iS not applied superficially on eat's hair. 

FREQUENCY OF APPliCATION 

EFFIPRO~~>PLUS Topical SOlution for Cats wm k1ll fleas, licks and chewing lice when applind monthly. 
Fleas: EFFIPRO"' PLUS Topical Solutkln for Cats can centro I fleas for up to six weeks. Apply monthly it your cat has fleas that 
may cause Flea Allergy Dermatitis (FAD), or if reinfootatlonis likely. EFFlPRO~~> PLUS Topical Solution for Cats can control flea 
eggs (and larvaetfor up to three monll1s {90 days). 
Ticks: EFFIPRO PLUS Topical Solution for Cats can kill Ucks for a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing Uce: EFFIPRO® PLUS car. kill chewlng lice for a month or longer. Apply monthly were chewing lice control is 
consistently needed. 
Mosqultocs: When applied monthly, EFFIPRO" PLUS Topical Solution for Cals can kiU mosquitoes within 24 hours {for up lo 
t4 days), and within 48 lmurs (lor up to 28 days). 
Notes: Wail at least 30 days before rc..application of EF"lPRO® PLUS Topical Solution for Cats. Avoid contact with treated 
area until dl)'. 

STORAGE AND DISPOSAL 

Do not contaminate water, food. or feed by storage and disposal. 

STORAGE: Storo unused produc1ln original coolainer only, out of reach ot children and animals. 
PESTICIDE fCONTAlNER DISPOSAl: If empty: Noortrillable container. Do not reuse or refilllhis container. Offer for recycling, 
if available. tf partially filled: Call yot.lr local so~d waste agency for di$posa1 instructions. Never ploce unused product down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 

To the extent conslstenl with appllc.:lble law, buyer a5suml'!ll all risks of use, storage. or handling of this product not in 
accordance with directions. Buyer anrl user assume all risks of use and handling of this material when such use and handling 
are contra!)' to label instructiOns. To lhe extent consistent with applicable law, any damage arising from a breach of this 
warranty shan be limited to direct damages and shall nat include coosequenlial commercial damages such as loss of 1-rofil o. 
values. 

Net Contents: 1, 3, 6 or 36 single-dose app~cator{s) per package. Each applicator contains 0.017 fl oz (0.5 mL) of solu!W'l. 

(Detachable) calendar (monthly application) remindersti~kers with (illustration of cat or killen). 

EPA Reg. No. 2382-XXX 
EPA Est. No. 2382-XXX 

VIRBAC AH, INC. 
PO BOX 162059 
FORT WORTH, TXT6161 
1-800-338-3659 
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Made ln Franco 
EFFtPRO"" is a registered trademark of Virbac SA in th~ United states. 
Questions or comments? 
Call: 1-800-338-3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert(s) for directions for use and frequen<:y of application 
Open reseatabte label for directions for use 
Open reseatabte label for direction§ for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
see el'ldosed tnsert(s) for directions for use and storage and disposal 
See enclosed lnsert(s) for directions for use 

Use only on cats 
For Use on Cats only 
Only for cats and kittens 8 weeks old or older 
(1. 3, 6 or 36) appticator(s) 0.017 fl oz (0.5 mt) 

Pholograph of cat or kitten 

lift here to open (LIFT HERE TO OPE:N) 

{Text for Foil of Blister packaue} 

Virbac 
EFFtPRO" PLUS Topical Solution for Cats 
Only for use on eats I 0.011 fl oz: (0.5 mt) 
COntains tiprooit (g_s%) and pyriproxyfen (t1.5%) 
KEEP OUT OF REACHOFCHILOREN 
CAUTION 
See fun label for additional directions 
EPA Rag. No. 2382-XXX 

{Text for Applicator Tube} 

Virbac 
EFFtPRO"PLUS 

Topical Solution for Cats 
Only for use on cats 
0.017 fl oz (0.5 mL) 

Contains fipronil (g_5%) and pyriproxyfen (I 1.5%) 
KEEP OUT OF REACH 

OF CHILDREN 
CAUTION 

See fuH label for additional dlrectioos 
EPA Reg. No. 2382-XXX 

MARKETING CLAIMS 

{Multiple tnfcstat!onsJ 
For convenient, quick-acting, tong-lasting, effe:ctive control of fleas. flea eggs, flea larvae, Ucks, mosquitoes an<' 
chewing lice (for CATS and KITTENS a week~ old or older). 
For conver!lent, quick-acting, tong-lasting, effective control of fleas, ticks, mosquitoes and chewing lice (for CATS and 
KITTENS 8 weeks old or older). 

• EFFlPRO"' PLUS Topical Solution for Cats CCFllains the active ingredient flpronil, IMlich conlro!s infestations ca~.osed 
by fleas. ticks. mosquitoes and chewing lice (on cats) (8 weeks old or older). 
EFFtPRO" PLUS Topical Solution for Cats co-1tains the active ingredient pyriproxyfen, which controls reinfestaliO"' 
caused by flea eggs, flea larvae (on cats) (8 v-.eeks old or older). 
For killing fleas, all stages of Brown dog tfcks, American dog ticks, Lone Star ticks, and Deer licks, (whichflhat may 
carry (transmit) Lyme dlsea5e), mosquitoes and chewing lice; apply to CATS or KliTENS (8 weeks old or older) as 
fottom: (followed by application directions). 
Persistent flea and tick effiCacy for up to one nonlh (4 weeks) (30 days) 
Prevents flea and tiCk (re-)lnfestation for up to one month (4 weeks) 

• Effective monthly applicatlo:l for (on) fleas and Ucks 

EPA Reg. No. 2JS2-XXX Pending Mas.Jcr Label, page 3 ofS 
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• 
• 
• 
• 
• 
• 
• 
• 

[flo,.] 

Effective monthly upplication for cats (and kittens) against fle;~s and ticks 
Kills fleas and ticks for up to one month (4 weeks) 
K~ts fleas, licks, mosquitoes and chev.ing lice 
Kills fleas, licks, mosquitoes and lice 
Kills, fleas, flea eggs, flea larvae, licks, ITIOiiQUilOilS and chewing li~:e 
Kills. fleas. flea eggs. flea laiVM. ticks. mosquitoes and lice 
Apply monthly for control and prevention of fleas and ticks 
Protects ~inst fleas and ticks fOf up to ono rronth 
EFFIPRO PLUS Topical Solution for Cats wilt kill fleas, ticks and chewing lice when applied monthly . 
Fleas: EFFIPRO® PLUS Topical Solution for Cats can control fleas. flea eggs and flea larvae for up to (six weeks) 
Apply monthly if ~r cal hoo fleas that may cause Flea Allef9y Dermatitis, or if reinfestalion is Ukely. 
Ticks: EFFIPRO PLUS Topical Solution for Cats can k~l ticks for a month or longer. App1y monll11y where tick control 
is consistently needed. 
Mosquitoes: When applied monthly, EFAPRO* PLUS Topical Solution for Cats can kill mosquitoes within 24 hours 
(for up to 14 days), and v.ithin 48 hours (for up to 26 days). 
Note~s: Wail at least 30 days before re-app!!cttion of EFF!PR01> PLUS Topical SoluUon for Cats. Avoid contact with 
treated area unit! dry. 

• KiHs newly emerged adult fktas prior to egg·la) iriQ 
• KIUs fleas that may transmit barlonel!o$1s 
• KiUs fleas that may transmit bartoneHosls, tularemia and tapewoml 
• Kills fleas that may transmit diseases, inclOOiflll bartonellosis, tularemia and tapeworm 
• Kitts fleas that may transmit diseases, inclllding bartonellosis, tularemia and tapeworm infestations 
• Kills fleas that may transmit diseases. includintJ bartonellosis and tularemia 
• KiHs fleas, flea eggs and flea larvae 
• Prevents development of att flea stages (Ilea e;ros. flea pupae and flea larvae)for up to (3 months) (90 days) 
• KiUs flea eggs for up to (3 m::mths) (90 days) 

Sterilizes and kitts fleas 
• Sterilizes fleas for up to (3 months) (90 days) 
• Prevents all flea stages (ad\.111 fleas. flea eggs. flea pupae and flea larvae) 
• P«Nents development of all flea stages (flea eggs, Ilea pupae and flea larvae) for up to (3 months) (90 days) 
• With pyriproxyfen (!GR) to break flea life cycle 
• Dual Action(!); f~pron~ and pyriproxyfen OGR) (..ffe<:tlvely broaks !he flea life cycle 
• Ki~ fleas that may cause Flea A110rgy Dermam·s (FAD) or flea·blle anemia 

Effective monthly control of adutt fleas 
• Kill$ fleas 
• Easy to apply, control of (for) fleas that lasts fer up to 1 month (4 weeks) 

Protects (your cat and kitten 8 weeks of age or older) from fleas for up to one month (4 w&eks) 
• Protects from fleas for up to one month (4 weeks) 
• KUJs aduH fleas for up to one month (4 weeks} 
• Apply monthly (all year) for control and prevention of fleas 
• Regular (monthly) use brooks the flea life cycle 
• EFFIPRO® PLUS Topical SoluUon for Cats (ral)idly) kills fleas that may cause Flea Allergy Dermatitis (FAD) 
• EFFIPROs PLUS Topical Solut!oo for Cats kill~ fleas on your cat 
• Kills adult fleas \ldlich may cause Flea Allergy Dermatitis (FAD) 
• Kms fleas which/that may Uluse flea-bite anemia 
• Fleas do not have to bite to dle 

Protects yotKcat from flea infestation that may cause flea·bi!e anemia 
• The successive feeding actl'lity of fleas on cah may elicit a hypersensitlvily skin disorder known as Flea Allergy 

Dem1alitis (FAD) 
• Protects cats and kittens over a weeks of age from fleas for up to one month (4 weeks) 
• Prevents flea (re--)inrestation ror up to one month (4 weeks) 
• Prevents flea eggs from hatching or deve!oph~ tnto !atvae or adult stages (for up to 90 days (3 months)) 

[Ticks) 

• Kills all stages of Brown dog ticks. American dog ticks, Lone Star licks, and Deer ticks (including those which {ttlat] 
may transmit (carry] Lyme disease, Rocky Motmlain Spotted Fever, babesiosis, ehrllchiosts. anaplasmosis and 
CytaUXZOOf'IOSiS) 
K~!s ticks, including those that may transmit Lyme disease 

• K~ls tiCks including Deer tict'.s (v.tlich may transmit Lyme disease), American dog t!cks (wh!ch maytransrnH Roc:.y 
Mountain Spottc<l Fever), Brown dog licks (which may transmit ehrlich los is), and Lone Star ticks (which may tra,smn 
hcpatozoonosls)for up toone month (4 wee!l!!.) 
Knls ticks including Deer ticks (which may transmit Lyme cftsease), American dog ticks (which may transmit Roc:.y 
Mountain Spotted Fever) and Brown dog licks (whiCil may transmit ehrlichio$IS) for up to one month (4 weeks} 

• Kills Brown dog ticks (Rhipfcophalus spp), American dog liCks (Dcrmacarnorvarlabflfs), Ooertick$ (Ixodes spp), and 
Lone Starlk:ks (Amblyomma amorlcanum) for up to one month (4 weeks) 

• Kills Amblyomma americanum (Lone Star tick;;)for up to 4 weeks (for up to one month) 
• Protects from ticks for up to one month 

{Mosquitoes] 

EPA Reg. No. 2382-XXX rending Master l:lbel. page 4 ofS 
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Kills mosquitoes 
• Kills mosquitoes for up to 26 days 

[AU others] 

• Chewing Uce infestations are rapidly eliminatej 
• May be used only on kittens frorn B weeks of age 
• Begins working upon application 
• Once monthly application 

Single application lasts up to 4weeks (one month) 
• Easy and convenient application (applications) 
• Easy to apply spot-on (topical) applfcation 

Convenient, easy to apply 
• Convenient to use (easy to apply) 
• Convenient to use (easy to apply) topical application 
• Convenient topical appll<.:aUon (for cats) 
• Easy. spot-on (topical) appt:cation 
• Quick drying, non-greasy 

Available from licensed veterinarians 
• 1 (3, G. 36) appllcator(s) (tube{s)) of O.Ot7 flo;: (0.5 mL) 
• t (3, 6, 36) applicator(s) (lube{s]) 0.017 fl oz (0.5 ml) 
• t (3, 6, 36) month(ty) dose(s) {application[s)) 
• 1 applicator (lube) 1 month{ly) dose 

3 applicators (tubes) 3 (monthly) doses 
6 applicators (tubes) 6 (monthly) doses 

• 36 applicators (tubes) 36 {monthly) doses 
• 1 applicator containing 0.017 fl oz (0.5 ml) 
• 3 (6,36) applicators each containing 0.017 fl oz (0.5 ml) 

Remains effective after exposure to sunlight 
• Remains effecfive after bathing 
• .Remains effective even aftllr bathing, water in1menion or exposure to rain or sunlight 

Remains effective even after bathing 
• Remains effective after exposure to ratn and ~unlight 

Still worlls after bathing, oraxposure to suntig1t 
EFFIPRO"' PLUS Topical Solution for Cats is effective after bathing, shampooing, water immersion. or sunlight 
exposure. 
Still worlls alter exposure to sunlight 
Waterproof (remains effecti~e after bathing ard swimming) 

EPA Reg. No. 2382-XXX Pending M~l~rl:lbd, page 5 of: 
12/16.i201J 

112



{Master Label} 
Virbac's Master Label 

Date December 13,2011 Version US-7 
Fipronil + Pyriproxyfen Topical Solution for Cats 

EPA Reg. No. 2382-XXX 

Virbac 
EFFIPRO®PLUS TOPICAL SOLUllQN FOR CATS 
FOR USE ONLY ON CATS AND KITTENS 8 WEEKS OLD OR OLDER -:5' 

C> ACTIVE INGREDIENTS: " ...; _, 

~~:~;~e~~~~:~~-~~:·····························································································:::::::::_:_:.:~::_:::·:-::::::·:::::::·:::~?:~~~;.".".".".":~~-:5;;::: 
TOTAL: . .·:::·:·:·:·:·:::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::~:~}:~~::: ................................................... ~,;;;~\~00.0% 

.... ;t~'.... v -~ 
KEEP OUT OF REACH OF CHILDR~;- . '-t:~. 

CAUTION ,,~· 
READ ENTIRE LABEL BEFORE EACH USE -·- -o:>;~~\'-"'., 

···~~ ,, PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS -~:~~-
HAZARDS TO HUMANS 

Harmful if swallowed. Causes moderate eye inita!ion. Avoid cordact with skin, eyes, or clothing. Wash hands thoroughly with 
soap and waler afler handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. Do not use on ki!!ens under 8 weeks of age. Individual sensitiv~ies, whHe rare, may occur after using 
ANY pesticide product. Possible temporary irritation may occur at the site where EFFIPRO"' PLUS Topical Solution for Gals 
was applied. Contact a veterinarian immediately if signs become persistent or become more severe during the first few days 
following application. If an unusual reaclion is observed following initial application, a veterinarian should be consu~ed before 
repealing application. Certain medications can inlerac! with pesticides. Consult a veterinarian before using on medicated, 
debilitated or aged cats. 

FIRST AID 

IF SWALLOWED: . Call a poison conlrol center or doclor immediately for treatment advice . 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiling unless told to do so by a poison control center or doctor. 

• Do no! nive anv!hino bv mouth to an unconscious oerson . 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 minutes . 

• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . 

• Call a noison control center or doctor for treatment adviCe . ------
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for !5-20 minutes . • 
• Call a ooison control center or doctor for treatment advice . 

Have product container or label with you when calling a polson control center or doctor, or going for treatment 

You may also contact the Hotline number 1-300-338-3659 for human and veterinary health concerns, emergency: ' 

medical treatment information or pesticide Incidents. 

DIRECTIONS FOR USE 
I! is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do not allow children to ap[;liJ 
product. TO PREVENT HARM TO YOU AND YOUR CAT, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH L'SE. 
FOLLOW ALL DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE ON 
RABBITS. DO NOT USE ON OTHER ANIMALS. 

EPA Reg. No. 2382-XXX Pend;ng Master Label, page l of5 
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For killlng fleas, flea eggs, flea larvae, all stages of Brown dog ticks, American dog !leks, Lone Star ticks, and Deer !leks 
(!hal [which] may transmit [carry] Lyme disease), mosquitoes, and chewing lice; apply to CATS or KITTENS {8 weeks old or 
older) as follows: 

APPLICATION DIRECTIONS 
!. Remove one applicator from packaging. 

Hold applicator upright and remove cap. 
2. Invert cap and place other end back onto applicator tip. 

Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part eat's hair between shoulder blades until skin is visible. 
Place applicator tip directly against exposed skin. 
Deposit entire contents by squeezing the applicator at a single site on eat's skin. 
Ensure that EFFIPRO" PLUS Topical SolutiOn for Cats is not applied superficially on eat's hair. 

o a 

~::b:~l 
0 Vii 

@j~~)~ \,_~; , <X ,:,;{/:" i 

FREQUENCY OF APPLICATION 

EFFIPRO"' PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly. 
Fleas: EFFIPRO" PLUS Topical Solution for Cats can control fleas for up to six weeks. Apply monthly if your cat has fleas that 
may cause Flea Allergy Dermatitis (FAD), or lf reinfestation is likely. EFFIPR0° PLUS Topical Solution for Gals can control flea 
eggs {and tarvaebfor up to three months {90 days). 
Ticks: EFFIPRO PLUS Topical SolutiOn for Cats can kill ticks for a month or longer. Apply monthly where tick control is 
consistently needed. 
Chewing Lice; EFFIPRO® PLUS can kill chewing lice for a month or longer. Apply monthly were chewing lice control is 
consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution for Cats can kill mosquitoes within 24 hours {for up to 
t4 days), and within 48 hours {for up to 28 days). 
Notes: Wait at least 30 days before re-application of EFFIPRO"' PLUS Topical SolutiOn for Cats. Avoid contact with treated 
area until dry. 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 

STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: lf empty: Nonrefillable container. Do not reuse or refill this container. Offer for recycling, 
if available. lf partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drain. 

LIMITED WARRANTY AND DISCLAIMER 

To !he extent consistent with applicable taw, buyer assumes all risks of use, storage, or handling of this product not in 
accordance with directions. Buyer and user assume all risks of use and handling of this material when such use and handling 
are contrary to label instructions. To the extent consistent with applicable law, any damage arising from a breach of this 
warranty shall be limited to direct damages and shall not include consequential commercial damages such as loss of profa or 
values. 

Net Contents: t, 3, 6 or 36 single-dose applicator{s) per package. Each applicator contains 0.0 t7 fl oz (0.5 mL) of solui(<"Jil. 

{Detachable) calendar {monthly application) reminder stickers with {illustration of cal or kitten). 

EPA Reg. No. 2382-XXX 
EPA Est. No. 2382-XXX 

VIRBAC AH, INC. 
PO BOX 162059 
FORT WORTH, TXT616t 
1-800-338-3659 
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Made in France 
EFFIPR0° is a registered trademark of Virbac SA in the United States. 
Questions or comments? 
Cat!: 1-300·338·3659 

{Text for Front Panel, Back Panel and Side Panel} 
See package insert(s) for directions for use and frequency of application 
Open reseatabte label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 

See enclosed insert(s) for directions for use 

Use only on cats 
For Use on Cats only 
Only for cats and kittens 8 weeks old or older 
(t, 3, 6 or 36) applicator(s) 0.017 II oz (0.5 ml) 

Photograph of cat or kitten 

Lift here to open (LIFT HERE TO OPEN) 

{Text for Foil of Blister package} 

Vlrbac 
EFFIPRO<ll PLUS Topical Solution for Cats 
Only for use on cats I O.Ot7 fl oz (0.5 ml) 
Contains fipronil (9.5%) and pyriproxyfen (11.5%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-XXX 

{Text for Applicator Tube} 

Virbac 
EFFIPR0°PLUS 

Topical Solution for Cats 
Only for use on cats 
0.017 fl oz (0.5 mL) 

Contains fipronil (9.5%) and pyriproxyfen (f1.5%) 
KEEP OUT OF REACH 

OF CHILDREN 
CAUTION 

See full label for additional directions 
EPA Reg. No. 2382-XXX 

MARKETING CLAIMS 

{Multiple infestations} 
• For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea laiVae, ticks, mosquitoes an..: 

chewing lice (for CATS and KITTENS 8 weeks old or older). 
• For convenient, quick-acting. long..Jasting, effective control of fleas, ticks, mosquitoes and chewing lice (for CA"• S a11d 

KITTENS 8 weeks old or older). 
EFFIPR0° PLUS Topical Solution for Cats contains the active ingredient fipronil, which controls infestations caused 
by fleas, ticks, mosquitoes and chewing lice (on cats) (8 weeks old or older). . . 

• EFFIPRO"' PLUS Topical Solution for Cats contains the active ingredient pyriproxyfen, which controls reinfesla:ion 
caused by flea eggs, flea laiVae (on cats) (8 weeks old or older). 
For killing fleas, all stages of Brown dog licks, American dog !leks, Lone Star ticks, and Deer ticks, (which/that in.av 
carry (transmit) Lyme disease), mosquitoes and chewing lice; apply to CATS or KITTENS (8 weeks old or older) as 
follows: (followed by application directions). 

• Persistent flea and tick efficacy for up to one month (4 weeks) (30 days) 
• Prevents flea and tick (re-)infestalion for up to one month (4 weeks) 
• Effective monthly application for (on) fleas and ticks 

EPA Reg. No. 2382-XXX Pending Master Label, page 3 of5 
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]Fleas] 

[Ticks) 

Effective monthly application for cats (and kittens) against fleas and ticks 
Kills fleas and ticks for up to one month (4 weeks) 
Kills fleas. ticks, mosquitoes and chewing lice 
Kills fleas, ticks, mosquitoes and lice 
Kills, fleas, flea eggs, flea la.vae, ticks, mosquitoes and chewing lice 
Kills, fleas, flea eggs, flea laiVae, ticks, mosquitoes and lice 
Apply monthly for control and prevention of fleas and ticks 
Protects a~inst fleas and ticks for up to one month 
EFFIPRO PLUS Topical Solution for Cats will kill fleas, ticks and chewing lice when applied monthly. 
Fleas: EFFIPR0° PLUS Topical Solution for Cats can control fleas, flea eggs and flea la!Vae for up to (six weeks) 
Apply monthly if xour cat has fleas that may cause Flea Allergy Dennatitis, or if reinfestation is likely. 
Ticks: EFFIPR0° PLUS Topical Solution for Cats can kill ticks for a month or longer. Apply monthly where tick control 
is consistently needed. 
Mosquitoes: When applied monthly, EFFIPRO"' PLUS Topical Solution for Cats can kill mosquitoes within 24 hours 
(for up to 14 days), and within 48 hours (for up to 28 days). 
Notes: Wait at least 30 days before re-application of EFFIPRO" PLUS Topical Solution for Cats. Avoid contact with 
treated area until dry. 

Kills newly emerged adult fleas prior to egg-laying 
Kills fleas that may transmit bartonellosis 
Kilts fleas that may transmit bartonellosis, tularemia and tapewonn 
Kills fleas that may transmit diseases, including bartonellosis, tularemia and tapeworm 
Kills fleas that may transmit diseases, including bartonellosis, tularemia and tapewonn infestations 
Kills fleas that may transm~ diseases, including bartonellosis and tularemia 
Kills fleas. flea eggs and flea la!Vae 
Prevents development of all flea stages (flea eggs, flea pupae and flea Ia lVa e) for up to (3 months) (90 days) 
Kilts flea eggs for up to (3 months) (90 days) 
Sterilizes and kills tleas 
Sterilizes fleas for up to (3 months) (90 days) 
Prevents all flea stages (adult fleas, flea eggs, flea pupae and flea la!Vae) 
Prevents development of all flea stages (flea eggs, flea pupae and flea la!Vae) for up to (3 months) (90 days) 
With pyriproxyfen {IGR) to break flea life cycle 
Dual Action(!): fipronil and pyriproxyfen (IGR) effectively breaks the flea life cycle 
Kill fleas that may cause Flea Allergy Dermatitis (FAD) or flea-bite anemia 
Effective monthly control of adult fleas 
Kills fleas 
Easy to apply, control of (for) fleas that lasts for up to 1 month (4 weeks) 
Protects (your cat and kitten 8 weeks of age or older) from fleas for up to one month (4 weeks) 
Protects from fleas for up to one month (4 weeks) 
Kills adult fleas for up to one month (4 weeks) 
Apply monthly (all year) for control and prevention of fleas 
Regular {monthly) use breaks the flea life cycle 
EFF!PR0° PLUS Topical SolutiOn for Cats (rapidly) kills fleas that may cause Flea Allergy Dennatilis (FAD) 
EFFIPR0° PLUS Topical Solution for Cats kills fleas on your cat 
Kills adult fleas which may cause Flea Allergy Dermatitis (FAD) 
Kills fleas which/that may cause flea-bite anemia 
Fleas do not have to bite to die 
Protects your cat from flea infestation that may cause flea-bite anemia 
The successive feeding activity of fleas on cats may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis (FAD) 
Protects cats and k~tens over 8 weeks of age from fleas for up to one month (4 weeks) 
Prevents flea (re-)infestation for up to one month (4 weeks) 
Prevents flea eggs from hatching or developing into la!Vae or adult stages (for up to 90 days {3 months)) 

Kills all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks (including those which (h8t] 
may transmit (carry] Lyme disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis, anaplasmosis and 
cytauxzoonosis) 
Kills ticks, including those that may transmit Lyme disease 
Kills ticks including Deer licks (which may transmit Lyme disease), American dog ticks (which may transm~ Rocky 
Mountain Spotted Fever), Brown dog ticks (which may transm~ ehrlichiosis), and Lone Star ticks (which may tr .. msmit 
hepatozoonosis) for up to one month (4 weeks) · 
!<ills ticks including Deer ticks (which may transmit Lyme disease), American dog ticks (which may transmit Rocky 
Mountain Spotted Fever) and Brown dog ticks (which may transmit ehrlichiosis) for up to one month (4 weeks)· 
l<ills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dermacentor variabilis), Deer ticks (Ixodes spp), and 
Lone Star ticks (Amblyomma americanum) for up to one month (4 weeks) 
Kills Amblyomma americanum (Lone Star ticks) for up to 4 weeks (for up to one month) 
Protects from ticks for up to one month 

]Mosquitoes] 

EPA Reg, No. 2382-XXX Pending Mas!er Label, page 4 of5 
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Kills mosquitoes 
Kills mosquitoes for up to 28 days 

[All olhers) 

Chewing lice infestations are rapidly eliminaled 
• May be used only on kittens from 8 weeks of age 
• Begins working upon application 
• Once monthly application 
• Single application lasts up to 4 weeks {one mon1h) 
• Easy and convenient application (applications) 
• Easy to apply spot-on {topical) application 
• Convenient, easy to apply 

Convenient to use (easy to apply) 
• Convenient to use (easy to apply) topical application 
• Convenient topical application {for cats} 
• Easy, spot-on {topical) application 
• Quick dl)ling, non-greasy 
• Available from licensed veterinarians 
• 1 (3, 6, 36) applicator(s) (tube(s)) of 0.017 fl oz {0.5 ml) 
• 1 (3, 6, 36) applicator(s) {tube{s))0.017 fl oz {0.5 ml) 

1 (3, 6, 36) month(ly) dose{s) {application)$]) 
• 1 applicator {tube) 1 month{ly) dose 
• 3 applicators {tubes} 3 {monthly} doses 
• 6 applicators {tubes) 6 {monlhly) doses 
• 36 applicators {tubes) 36 (monthly) doses 
• f applicator containing 0.017 fl oz (0.5 mL) 
• 3 (6,36) applicators each containing 0.017 fl oz (0.5 ml) 

Remains effective after exposure to sunlight 
Remains effective after bathing 
Remains effective even after bathing, water immersion or exposure to rain or sunlight 

• Remains effective even after bathing 
• Remains effective after exposure to rain and sunlight 
• Still works after balhing, or exposure to sunlight 

EFFIPRO" PLUS Topical Solution for Cats is effective after bathing, shampooing, waler immersion, or sunlight 
exposure. 
Still works after exposure to sunlight 
Waterproof (remains effective after bathing and swimming) 
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UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 

VVI\SHIN GTm.l, D. C. 20460 

V1RBAC AH, INC. 
VIRBAC AH, INC. 
13001 ST. CHARLES ROCK ROAD 
BRIDGETON, MO 63044 

December 29, 2011 

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVEIHION 

Thank you for your submittal of 16-DEC-11. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master 
Record ID's (MR!Ds) assigned to each document submitted. Please use these numbers in all future 
references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product Manager, to whom 
the data have been released. 
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UNrl ~D STATES ENVIRONMENTAL PROT~c;TION AGENCY 
WASHINGTON, D.C. 20460 

December 19,2011 

OPP Decision Number: D-458840 
EPA File Symbol or Registration Number: 2382-RII 
Product Name: EFFIPRO PLUS TOPICAL SOLUTION FOR CATS 
EPA Receipt Date: 16-Dec-2011 
EPA Company Number: 2382 
Company Name: VIRBAC AH, INC. 

CRAIG PARKS 
VIRBAC AH, INC. 
P.O. BOX 162059 
FORT WORTH, TX 76161 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fcc as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R31 0 

NEW PRODUCT;NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT 
CHEMISTRY;ACUTE TOXICITY;PUBLIC HEALTH PEST EFFICACY); 

No additional payment is due at this time. 

lfyou have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

Sincerely, 
'A...._/ ::z...4 
Front End Processing Staff 
Information Technology & Resources Management Division 
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December 16, 2011 

Richard Gebken, PM 10 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: 
,(J I 

EFFIPRO'M PLUS Topical Solution for Cats (EPA File Symbol 2382-T.B1(); 
New Product Application. 

Dear Mr. Gebken, 

48695000 

Virbac Animal Health is hereby submitting an application to register the spot-on pesticide 
product EFFlPRO'M PLUS Topical Solution for Cats. 

This product contains fipronil and is similar to the registered product EFFIPRO Topical 
Solution for Cats (EPA Reg. No 2382-186), except that it also contains the IGR pyriproxifen. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Offer to Pay letters are being sent to the submitters of data cited in Virbac's application that were 
originally submitted within the past 15 years. 

Below is a list of the components included with this application: 

1. Cover Letter, 
2. Transmittal Document; 
3. Application for Pesticide Form 8570-1; 
4. Confidential Statement of Formula; 
5. Formulator's Exemption Form; 
6. Data Matrix Form 8570-4 (EUP and TGAI); 
7. Certification of Data Citation Form 8570-34; 
8. Proposed Label - Use Directions 5 copies; 
9. 3 copies ofbmmd PR 86-5 compliant study reports supporting registratiqo; .. 
10. Waiver Request for Acute Inhalation Study (attached to Cover Letter); 
11. Letter of Self-certification of Child-Resistant Packaging; and 
12. Copy ofPRIA Check for category R-310 ($4807). 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 120



Child-Resistant Packaging 

EFFIPRQTM PLUS Topical Solution for Cats employs the same single dose unit 
applicators that are used in the packaging of the registered product EFFIPRO Topical Solution 
for Cats. These single dose applicators in packages of 1,3,6, and 36 have been previously tested 
and CRP certification accepted by EPA. All test data have been cited in the Data Matrix and a 
Self-Certification letter has been included with this application according to EPA requirements. 

PRIA Considerations 

After reviewing the Agency's PRIA category interpretations, we believe that the R-310 
PRIA category and a 6 month review period is appropriate for this product. Consequently, 
please find a copy of one previously submitted check in the amount of $4807.00 to cover the 
PRIA fee. 

Shmild you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 3cR-3ti)9 • 
Fax (817) 831-8327 
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Virbac Effipro PLUS CAT 
12/16/2011 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to register an end use pro namely EFFIPRO® PLUS Topical 
Solution for Cats. Effipro® EFFIPRO® PLUS Topical Solution for Cats contains the active 
ingredients Fipronil and Pyriproxyfen. 

SUBMITTAL DATE: 

December 16,2011 

Volume Studv Title MRIDNo. 
1 Administrative Materials 

Effipro® Plus Topical Solution for Cats 

Group A Product Chemistry 

2 OPPTS 830.1550, 830.1600,830.1620,830.1650,830.1670, 48695001 
830.1750 
Product Specific Chemistry for EFFIPRO® PLUS Topical 
Solution for Cats 

3 OPPTS 830.1700 
48695002 Preliminary Analysis- Quantification of the Active Ingredients 

Fipronil and Pyrigroxyfen in Five Batches by Validated Methods 
4 OPPTS 830.1800 

Enforcement Analytical Method- Quantification of the Active 48695003 
Ingredients Fipronil and Pyriproxyfen 

Group B Product Chemistry 

~--

5 OPPTS 830.6302, 830.6303, 830.6304 
Determination of the Physico-Chemical Property 48695004 
"Appearance (Color, Physical State and Od~r)" 

6 OPPTS 830.6314 
Detem1ination of Oxidation I Reduction (Chemical 48695005 
Incompatibility) ··--

7 OPPTS 830.6315 
Determination of the Physico-Chemical Property "Flash 48695006 
Point" 

--·--~ 
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Volume Studv Title MRIDNo. 
8 OPPTS 830.7000 

Determination of the PhysicoNChemical Prooerty- pH 48695007 
9 OPPTS 830.7100 48695008 Determination ofPhysicoNChemical Pronerty "Viscosity" 
10 OPPTS 830.7300 

Determination of the Physico-Chemical Property 48695009 
"Relative Density" 

Acute Toxicity 

II OPPTS 870. 1100 48695010 
Acute Oral Toxicitv Studv in Rats UnNand-Down Procedure 

12 OPPTS 870.1200 48695011 Acute Dermal Toxicity StudY in Rats 
13 OPPTS 870.2400 

Acute Eye Irritation Studv in Rabbits 48695012 
14 OPPTS 870.2500 

Acute Dermal Irritation StudY in Rabbits 48695013 
15 OPPTS 870.2600 

Dermal sensitization- Contact Hypersensitivity in Albino Guinea 48695014 
Pi as, Buehler Test 

Product Peiformauce 

!6 OPPTS 810.3300 48695015 
Summary of Efficacy Data 

17 OPPTS 810.3300 
Pathogen Transmission Related to Flea and Tick Infestations in 48695016 
Cats and Dogs 

18 OPPTS 810.3300 
Study of Efficacy and Safety of 636.29 in Control of Flea 48695017 
Infestation in the Cat 

Product Safety 

19 OPPTS 870.7200 
Summary of Companion Animal Safetv Data 48695018 

20 OPPTS 870.7200 
Tolerance study by Cutaneous Application (spot Non) in Young 48695019 
Cats. ·-·-

2 
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'"' 
United States 

&EPA Environmental Protection Agency 

LOMB 

; 

Amendment 

r- other 
'-

''· IN,moec lfor~~-----r;3iYCO. ~~~ 
i ~~.~~~,~~Lu~s;~·roo~iooi:I~Soll"~"'"''0~cc~·Cel'~=====t1~o·~::~::~~:JJ~~X~No;oe~~[J~R~";''';cte~d~ :i; .of H tllocl,do ZIP Codol 6.. i t FIFRASedioo 3(o)(3) 

Virbac AH, Inc. • • {b)(i), my product is similar or identical in composition and l.<~h,;Hnil 
P.O. Box 162059 to: "·-~~····--

Fort Worth, TX 76161 EPA Reg No. 

n Check if this is a new address 

U Amendment Explain below 

D Resubmission in response to Agency letter dated-----

0 Notification- Explain below 

I pegeJ'l , (foe oOOIIOO 

Product Name 

I - I 

L 
[] 

D 
i 111.) 

Final printed labels in response1o 

Agency letter dated:--------
"Me Too" Application 

Other- Explain below 

Application for registration. PRIA Category R310. Please refer to attached letter 

dll 
ill i 

rJ i ~ Yes 1 '!::!?. ~~~!uble I i ~ ~~~~~!, 
~ No -;:; No J5: Plastic, PETE 

H;-o±,.~~~--,M::-:::::--H7'd A'=~~~~-,=-:::;:c---1 = Glass 

I A Yes 

f- No 

"Certificati'on must 
be submitted 

I ' ::" 1 No. per p,},,',"e wgl No .. per _ Paper 
Unit Packaging wgl container " container _ Other {Specify)~---

0. 

0.5. 1,3,6,36 

La~e~ of Nell 
J [ xJ Container 

t ''"''" Lebel 'Affi>ed to Pmdod 

i 4. i 
1, 3, 6, 36 tubes 

II~ I .. 

~\ce President of Research and 
Development 

i 1 '"'"'' LJ Other 

+t-oo 1 

6. ~me. i 

'i I ccrtiry that the statements I have made on this rorm and all atlachments thereto are true, accurate and complete. 
I acknowledge !hat any knotringly false or misleading statement may be punishable by fine or imprisonment or 

~~~~~,,~··~~~~~~~~~'"-n~~~~~~~~~~~~~~ 
2. SigoeMe I 4c "'' {$t8mped) 

~~ u Vice President of Research and Development 
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r ·on .. ,prove . ' '0. . '\pprova cxp1rcs - . d OMB N 2070 0060 A 5 31 98 
United Slates 

&EPA Environmental Protection Agency 
Washingtoll, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Applicam's Name and Address EPA File Symbol/Registration Number 
Virbac Animal Health 2382-TBA 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFFIPRO PLUS TOPICAL SOLUTION FOR CATS 

Date of Confidential Statement of Formula (EPA Form 8570-4) 
October 15, 20 II 

As an authorized representative of the applicant for registration of the prodttct identified above, I certify that: 

(I) This product contains the following active ingrcdicnt(s):pyriproxifen 

(2) Of these, each active ingredient listed in paragraph ( 4) is present solely as the result of the usc of that active ingredient in the 
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA 
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be 
labeled. 

(3) indicate by checking (A) or (B) below which paragraph applies: 

[J(] (A) An accurate Confidential Statement of formula (EPA FORM 8570-4) for the above identified product is attached to this 
statement. That formula statement indicates, by company name, registration number, and product name, the source of the 
active ingredient(s) listed in paragraph (I) 

OR 

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete, 
current, and accurate and contains the information required on the current CSF 

(4) The followincr active ingredients in this product qualify for the fonnulator's exemption 

Source 

Active lnl!redient Product Name 

Pyproxifen 

:1-;J.L Name and Title 
Vice President, Research & Development 

Signature 

' . ' . EPA! onn 8570 27 (Re\. 8 95) 

~u.s. GPO: 1995-388-820/204!3 

Rcl!istration Number 

 

Date 
December 16, 20 II 

~ 

. . While EPA CO•lY 
'.'d~~.v- App!i~a.nl ~opy 
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Form Aor roved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164 

-""">, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ,-A·~ 

\~) 1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Paperwork Rcdnction Act Notice: The p11blic reporting burdcu for this collection ofinfumution is estimated to average 1.25 hours per response for registration 
and 0.25 hours per rcoponoc for I"Cicgis!m!ion and Stlccial rcvi~w acti\'itics, inclllding time for reading !he instructions and complcting !he necessary forms. Send 
comrucn!s regarding burden estimate or any other aspcd of this collection ofinfommtion, including suggestions for reducing !he burden to: Director, Collection 
S!m!cgics DiVi$iOn (2S22T), U.S. Environmental Protection Agency, 1200 Pcnnsylc.,nia Avcm1c, N.W., Washington, DC 20460. Do not send !he completed fonn 
to this address. 

Certification with Respec~ to Citation of Data 

Applicanfs/Registranfs Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Virbac AH, Inc. I PO Box 162059 Fort Worth TXJ682-647-3576 2382-TBA 

Active lnqredienl(s) and/or representative lest compound(s) Date 
Fipronil, Pyriproxifen 12/16/11 

General Use Pallem(s) (list all those claimed for this product using 40 CFR Part 158) Product Name 
indoor residential Effipro Plus® Topical Solution for Cals 

NOTE: If your product is a 100% repackaging of anolher purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Formulator's Exemp~on Statement (EPA Form 8570-27). 

D I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only} 

D 
I am using the cite-all method of support, and have included with this form 

0 
I am using the selective method of support (or cite-all option 

a list of companies sent offers ot compensation (the Data Matrix form under the selective method), and have included wilh this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

SECTION ll: GENERAL OFFER TO PAY 

[Required if using the Cite-all method or when using the cite-all opbon under the selective method to satisfy one or more data requiremenlsl 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registra~on, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration, the form for reregistration, or the Data-call-In response. In addition, if the cite-all option or cite-all oplion under the selective method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern I he properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in I his product; and (2) is a type of data that would be required to be subm~ted under the data 
requirements in effect on the dale of approval of this applica~on if the applica~on sought the initial registration of a product of identical or similar composition and 
uses. 

I certify that for each exclusive use study cited in support of this regislralion or reregistralion, that I am the original data submiller or that I have obtained 
the written permission of the original data submitter to c~e that study. 

I certify that for each study caed in support of this registration or reregistration that is not an exclusive use study, either: (a) I am ''1e oricinal data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of ei•gtbihty tor 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in wriling the company that submitted the study and have 
offered (I) to pay compensallon to the extent required by sec~ons 3(c}(1 )(F) and/or 3(c}(2}(B} of FIFRA; and (ii) to commence negotiations i:>' d1telr.ine the 
amount and terms of compensation, if any, to be paid for the use of the study. 

I certify thai in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence oL'heir d11ivery in ' 
accordance wilh sections 3(c)(1)(F) and/or 3(c}(2)(B} of FIFRA are available and will be submitted to the Agency upon request. Should I fa,r 10 J)r06uce sut:11_ 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product_in conformity v;ah 
FIFRA. . . 

I certify that the statements l have made on this form and all attachments to it are true, accurate, and complete. I acknowl~.dge that a.rJ 
knowingly false or misleading statement may be punishable by fine or Imprisonment or both under applicable law. 

Signature d-;JL Oate Typed or Printed Name and Tilli-

12/161201 t Craig Parks, VP of Research and Development 

EPA Form 8570-34 (12-2003) Electromc and Paper versiOns avatlable. Submtt only Paper verSion. 
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December 16, 2011 

Richard Gebken, PM 10 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: Child Resistant Packaging Certification 
EFFIPRO PLUS Topical Solution for Cats; 
EPA Reg. No. 2382-NEW 

Dear Mr. Gebken: 

I certify that the packaging used for the following product meets the standards of 40 CFR 157.32, 
including the revised standards in 16 CFR 1700.15(b ), when tested by the revised testing 
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995). 

• EFFIPRO PLUS Topical Solution for Cats (EPA Reg. No. 2382-NEW). 

Virbac Animal Health (Virbac AH, lnc. P. 0. Box 162059, Ft. Worth, TX, 76137; Company 
Number 2382) is submitting this child resistant packaging certification to support the pending 
new product application filed on the above date for EFFIPRO PLUS Topical Solution for Cats 
(EPA Reg. No. 2382-NEW). 

Should you have any questions about this letter, please do not hesitate to contact me via 
telephone at 682~647~3576 or via e~mail at craig.parks@virbacus.corn. 

Sincerely, 

d-;IL 
Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 
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Waiver Request 
Registrant: Virbac Animal Health, Inc. 

Acute Inhalation Study (OPPTS 830.1300). 
Effipro Plus Topical Solution for Cats. 

The Effipro Plus Topical Solution for Cats product is composed of 9.5 % w/w of 
the active ingredient Fipronil and 11.5% w/w of the active ingredient pyriproxifen. This 
product is packaged in single use non-refillable applicators that are intended for one time 
only spot-on applications to dogs. 

The potential human inhalation exposure to this product is expected to be 
neglible. Only very small amoill1ts of product are applied per application. Based on 
packaging considerations described in the proposed product labeling, the maximum 
volume ofEffipro Plus Topical Solution for Cats that can be administered at one time to a 
cat using the largest available applicator size is approximately 0.5 mi. This application 
volume represents the worst case because it is the only dose recommended for cats or 
kittens. 

Furthennore, the measured vapor pressure of both of the active ingredients 
fipronil and pyriproxifen are extremely low (2.8 x 1 o-9 mm Hg at 25°C and 1.0 x 10~7 mm 
Hg at 2s"C, respectively) indicating that both active ingredients are essentially non
volatile and are therefore not expected to vaporize from the skin of the treated animal 
following application. The active ingredients will therefore not be available for inhalation 
after application according to label directions. Finally, the method of applying the liquid 
product directly to the pet creates no particulates, aerosols, or other respirable matter. 
Therefore, based on the criteria provided by the Agency in 40 CFR 158.500, footnote 4 
under the Toxicology Data Requirements, a waiver of the acute inhalation study for these 
products is appropriate. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (81 7) 831-5030 • (800) 3oR<'•"9 • 
Fax (817) 831-8327 
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December 15, 20 II 

U.S. Bank 
Government Lockbox 97907 4 
1005 Convention Plaza 
SL-MO-C2-GL 
St. Louis, MO 63197 

RE: Checks for 20 II PRIA Fees; Virbac AH, Inc. (EPA Co. Number 2382) 

Dear Sir or Madam: 

Please find enclosed two (2) checks numbered 1013436 and 1013437 made out to the 
Environmental Protection Agency (EPA) which are both in the amount of$4,807.00. These 
checks fulfill the financial obligations in support of two amendments, to be registered under the 
company Virbac AH, Inc. (EPA Company Number 2382) Also attached for reference are copies 
of the EPA Form 8570~ I with information on the registration of the two products with EPA. 

Should you have any questions about this payment, please do not hesitate to contact me via 
telephone at 682-647-3576 or via e~mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

3200 Meacham Blvd. • Fmt Worth, TX 76137 Telephone: (817) 83!-5030 • (800) 338-3659 • 
Fax (817) 831-8327 129
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rum! •\ppro\·<d 0,\lf r'o 217Yii@ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

W ASHlNGTON, D.C. 20460 
l'apcm·ork Reduc1io11 Acl No!ico.J: Tl1c public reponing hurdcn lOr I his colleclion orin lOnna! ion is cs1imalcd lo avcrnge 0.25 honrs per rc~pon~e for rcgis1mlim1 aclivilies nnd 0.25 hours per rcspo11se 
for rcrcgislmlion and spcci:1l review aclivilics, including lime fur reading I he inslmclion and complcling I lie necessary furms. Send commenls regarding I he burden e:;linwle ur ;my olhcr aspccl ofll1is 
collcclion of informali011, incl11diug sugge~aions for reducing I he bJ1rdcn1o Dircclor: OPPE I11IOrmmion Munugcmenl Divi~io11 (2137) U.S. Environmclllal Proleclion Agency, 40 I M Slrecl, S.W., 
WusllinQIOn.IJC 20460. Do nol send lhe formlo !his address. 

DATA MATRIX 
Dalcd D~-ccmbcr I 6, 20 II EI'A Reg. No.fFile S mbol 2382-TI3A rd~~l·u:,, 

Applicanl's!Rcgisu-anl's Name & Address Product: 
Virbuc Al-l, Inc 
PO Box 162059 EFFIPROl!l PLUS TOI1 1CAL SOLUTION FOR 
Fl.Wo[11i,TX76161 CATS 
In •redienl: Fi ronil, I' ri I"OX tCn 
GJ1idcli11C RcfcrciiCC Number GHidcli11e Slud Name MRID N111nhcr SJ1bmiller Sial US No1c 
Product Chemistrv Test Guidelines 
830.1550 Product ldentii\iand Conillosition New Submission Virbac AH. Inc. OWN 
830.1600 Dcsci=i-Dlion of Materials Used New Submission Virbac AH, Inc. OWN 
830.1620 Descri tion of Production Process New Submission Virbac AH, Inc. OWN 
830.1650 Dcscri tion of Formulation Process New Submission Virbac AH, Inc. OWN 
830.1670 Description of Formation of Impurities New Submission Virbac AH, Inc. OWN 
830.1700 5-Batcll Analysis New Submission Virbac AH, Inc. OWN 
830.1750 Certified Limits New Submission Virbnc AH, Inc. OWN 
830.1800 Anal tical Method New Submission Virbac AH, Inc. OWN 
830.6302 Color New Submission Virbac AH. Inc. OWN 
830.6303 ll~ical State New Submission Virbac AH. Inc. OWN 
830.6313 Metal StabilitY Virbac AH, Inc. NR 
830.6304 Odor New Submission Virbac AH, Inc. OWN 
830.6314 OxidH tion/rcdllction New Submission Virbac AH, Inc. OWN 
830.6315 Flammabilit New Submissiou Virbac Al-l, Inc. OWN 
830.6316 E'"XniodabiliN Virbac AH, Inc. NR 
830.6317 Storm;c stabilii~ To Be Conducted Virbac AH, Inc. OWN 
Sig11ah11"C Nnme and Tille Dale 

;f_;JL Craig Parks, MS, DVM December 
Vice President, Research & Development 16, 2011 

EPA fonn 8510.J5 (9 91) Elc~tron~ >nd Po)>cr Vc""-'"' •\"IIIOblc. S11bmn o11ly l'opcr "''~"-'"· c\gcucy hoiO<n>l U•c co,oy 
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Form '\]lpi .. Hd 0,\1 ll No. 207!)..0060 

UNITED STATES ENVIRONMENTAL .PROTECTION AGENCY 

~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Papcnmrk Reduction Act Notice: The public reporting burden lOr I his collcclion ol'inl"ormulion is cstimalcd lo average 0.25 hmm; per I"CSilonsc lbr mgismuion ac1ivi1ics and 0.25 hours pc1 rcspm:sc 
for rcrcgislralion ~nd special review activities, inch1diug 1in1e for rcadi11g I he iuslltiCiion aud con1plcli11g lhcncccssury fonns. Scud commcnls regmding I he burdeu eslimute or <Jny other asp,·~J of I his 
collection ofinfonnation, inducting snggeslions tOr reducing I he burden 10 Director: OPPE lnfonnution Mauagcmcnl Divisiou (2137) U.S. Envirumncntal ProJection Agency, 401 M Slrccl, S.W. 
Washin I on. DC 20460. Do nol send the formlo I his address. ·--

DATA MATRIX 
Date: DcCCIUbcr 1(>, 2011 EI'A Rc No./Filc S mbol 2382-TBA Pugczrr6 
Applicuu('s/Rcgistranl's Name & Add1-css Product: . 
Virbac AH, lac 
1'0 Box 162051) EFFIPROto PLUS TOPICAL SOLUTION FOR 
Fl. Worth, TX76161 CATS 
In •rcdicnl: Fi ronil, P ri rox !'ell 
Guideline Rcl"erencc N11111bcr 1 Guideline Sludy Name ! MRID Number Submiltcr Sial us Note 

Grou B: Series 830 Pl1ysical aud Cl1cmical Properties 
830.7100 Viscosity New Submission Virbac AH, Inc. OWN 
830.6319 Miscibility Virbac AH, Inc. NR 
830.6320 C01TOsi011 characteristics To Be Conducted Virbac AH, Inc. OWN 
830.6321 Dielectric brcakd0\\'11 voltage Virbac AH, luc. NR 
830.7000 H New Submissiou Virbac AH, Inc. OWN 
830.7300 Density, bulk density, or specific •ravity New Submission Virbac AH, Inc. OWN 
830.7320 Particle size distribution V irbac AH, Inc. NR 
40 CFR 158.340 Toxicology D:tta Requirements 

870.1100 Acute oral toxicity New Submission Virbac AH, Inc. OWN 
870.1200 Acute dermal toxicit New Submission Virbac AH, Inc. OWN 
870.1300 Acute inhalation toxicit Waiver Virbac AH, Inc. OWN 
870.2400 Primary eye irritHtion New Submission Virbac AH, Inc. OWN 
870.2500 Primary dermal irritation New Submission Virbac AH, Inc. OWN 
870.2600 Dermal sensitization New Submission Virbac AH, Inc. OWN 
Sigualurc Nallle aud Tille Date 

LtJL Craig Parks, MS, DVM December 
Vice President, Research & Dcvclopmcut 16, 2011 

... . 

132



~ 

111 of infonnution, including suggestions for reducing the bt•rdc11to Dircctur: OPPE lnlbnrmtion Munngcnwnt Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.\'l., 
. DC 20460. Do not semi the fonn to this address. 

I Virbuc Al-l, Inc 
ro Box 162059 
Ft. Worth, TX 76161 

870.720{ 
870.720( 

I s1o.noo 

810.3300 
810.3300 
810.3300 
810.3300 

).330( 
).330( 
).330( 

I s1o.33oo 
I 810.3300 

-

·, Name & Address 

;! __ :li 

1c Study Name 

""' 

DATA MATRIX 

I MRID Number 

I 43121112 

.1121118 

4312 
43121120 

43121121 
143121122 

I 
EFFIPRO\\l PLUS TOPICAL SOLUTION FOR 
CATS 

I Stams I Note 

I Merial 

I Mcrial 
Mcrial 

Virbac 
Virbac 

Merial 

Mcrial 
Mcrial 

1 Name and Title 
Craig Parks, MS, DVM 

OL 
I PAY 

OWN 
OWN 

OLD 

l=i L 
L 

Vice PTesldent, Research & Development 

Date 
December 
16, 2011 
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Furno A.!OIIruwol 0~11' Nu. 20'1-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:& 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
l'apcrwork Reduction Act Notice: The public reporting burdeu for this collection of information is estimated lo average 0.25 hours per response lOr regislrJlion activities and 0.25 hom:; pe1 rcsoo1•s·~ 
for rcrcgislralion and special review aclivilics, including lime tOr rcadiug the instru~~ion and completing the necessary fom1s. Send comments regarding the burdcu cslimnle or nny other nsp~~t of!his 
collection ofinflnmaJion, inchn!ing suggestions for reducing the blmlcn to Director: OPPE Information Mauagemcnl Divisiou (2137) U.S. Environmental Protection Ageucy, 401 M Stn.'<.-1, S.l'f , 
Wash in too. DC 20460. Do nol send the fom1lo this address. 

DATA MATRIX 
Dnlc: December !6. 20!! EPA Rc No./Fi!e S mbol 2382-T~A ~~g_c~-~~6 
Applicaot's/Rcgislranl's Nnmc & Address Product: 
Virbac Al-l, !uc 
PO Box 162059 EFFIPR019 PLUS TOPICAL SOLUTiON FOR 
Ft. Worth, TX76161 CATS 
In •rcdient: Fi roni!. ri rox fen 
Guideline Rcft:n,>flce Number Guideline Stndy Name MRIDNumber Submill.::r Stahl> Note 

810.3300 Car efficacy 43577701 Mcrial OLD 

810.3300 Cat efficacy 43577712 Merial OLD 

810.3300 Cat efficacy 43577713 Merial OLD 

810.3300 Cat efficacy 4395170 I Merial OLD 

810.3300 Cat c!Ttcacy 44088901 Mcrial PAY 
810.3300 Cat efficacy 449420! I Mcrial PAY 
810.3300 Cat efficacy 44942106 Moria! PAY 
810.3300 Cat efficacy 45618501 Morini PAY 

810.3300 Cat efficacy 45620502 Mcria1 PAY 
810.3300 Cat c!Ttcac 45620503 Merial PAY 
810.3300 Cat cfficac 46006002 Wellmark PUBL 
Sigllalur.:: Name and Tille Dale 

L;u Craig Parks, MS, DVM Dccen1ber 
Vice President, Research & Development 16, 201 I 
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Virbac Al-l, Inc 
1'0 Box 162059 
Ft. Worth, TX 76161 

Guideline 
Efficacy 
81 0.330C 

810.3300 
810.3300 
810.3300 
81 

}.3300 
).3300 

810.3300 
810.3300 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

l'ocm ····•· 

• T11c public reponing bmdcu for I his collcclion of infon11a1ion is cslimmcd to avcrngc 0.25 hnnrs per reoponse for regislralion aclivil ics and 0.25 homs JlCI rcspo.,sc 
''··''''" including lime for reading I he inslruction and complctiug the ncccosary forms. Scud commcnls regarding I he burden cstimalc or nny olhcr asp~: ;t of this 

... , "'~·~u"'b ~u6e~""v,lS for reducing the bonlcn to Dilcclor: OPPE lufonnalion Managcm<.:nl Divisiou (2137) U.S. Enviromnclllal Protcclion Agency, 401 M Street, S.W , 
Do nol send I he formlo this address. 

'sName 

Cat efficacy 
Cat efficacy 
Cat cffic<tcy 
Cat efficacy 

Cat efficacy 
=:at cfficncy 

I Cat, 

DATAMA 

45621 

1 44sso1o4 

43121115 

562 
562 
562 

l 4562:::!10: 

460 
460 

I 
EfFIPROb PLUS TOPICAL SOLUTION FOR 
CATS 

I Mcrial 
irbac 
irbac 
irbnc 

Mcrial 
Mcrial 
!"vi erial 

I Mcria 

LME!l I ~a~candTi 

I PAY 
JW 
OW 

>LD 
>LD 

I PAY 
[PAY 
~ 
~ 

·f6 

IL;J.L Craig Pnrb, MS, DVM 
Vice Prcsidcnl, Rcsearcb & Development 

Dale 
December 
16,2011 

EPA Fo~n ~570-351 Agcoc~· ,,cop~· 
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~orrn •\pprm·o<l fh\11' No. !0~~-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Piljlcrwork ReductiO II Act Nuticc: Tile public rcporling blm::len for I his collection orinfomwlion is eslimaled to average 0.2:i hours per rcspouse For registration activilics nnd 0.25 hours pe> n:sno,sc 
for rcrcgislmtinn am! special review ~clivilies, including lime lOr reading 111e inslruclion aud complcling lh~ ucccssury fonns. Send commcms regarding lllc burden estimale or any olhcr aSPL~t orlhis 
cullcclion of informaliou, inch1ding suggestions for reducing 111c burden lo Dircclor: OPPE lnlbrnmtiCIIl Management Division (2137) U.S. Environmenlal Proteclion Agency, 401 M Slrcct, S.'V, 
Wa$hin lou. DC 20460. Do nol ~end lllc form to lhis addn:ss. 

DATA MATRIX . 

Dalcd December 16. 2011 EPA Re '· No.!File S mhoi2382-TBA n~~"-65~6 
Applicant's/Regislrant's Nan1c & Address Product: 
Virbac Al-l, Inc 
1'0 Box 162059 EFFIPROID PLUS TOPICAL SOLUTION FOR 
Fl. Worth, TX 76161 CATS 
In •rcdienl: Fi rouil. I' ri uox fen 
Guideline Reference Numher Guidcliuc Stud Name MRID Number S11hmillcr Slalus Nmc 
Child Resistant Packa •in • 

40 CFR 157 Evalualio!!llflhc 1 ml Applicator T11bc wilh 0.5 480952!5 Virbac AH, Inc. OWN 
ml walcr, I applicalor lube lest lbr Child-
Rcsistu111 EITcclivcness 

40 CFR 157 Evalualiou oflhc I ml ApplicniOr T11be with 0.5 4809521 G Virbac AH, Inc. OWN 
ml waler, 6 applicalors tube tcsl for Child-
Rcsislanl Ell'c~livcncss 

40 CFR 157 Evalualion or111c I 1111 Applicnlur Tube with 0.5 48095217 Virbac AH, Inc. OWN 
ml water, 36 applicators 111bc lest for Child-
Resislanl Ell'ccliveness 

40 CFR 157 Evnlualion oflhc I ml ApplicalorTubc wilh 0.5 48095218 Virbac AH, Inc. OWN 
ml water, I ~pplicmor lube lcsl for Senior-Usc 
EITcctivcues~ 

40 CFR 157 Ev<~lualiou oflhc I ml Applicator Tube willi 0.5 48095219 Virtmc AH, Inc. OWN 
ml wa1cr, 6 upplicators lube lest for Senior-Usc 
Effectiveness 

40 CFR 157 Evalunlion oflhe I ml AJlplie~lor Tube willi 0.5 48095220 Virbac AH, Inc. OWN 
1111 wmcr, 3(1 applicalors lube 1cs1 for Senior-Usc 
Effectiveuess 

40 CFR 157 Evalu111ion oflhe lml applicalor 111bc wilh 0.50 48410018 Yirbac AH, Inc. OWN 
ml waler, 3 ~pplicJtor tube lesl for Child-
Resislanl EllCcliveness 

40CFR 157 Evalualion oflhc I ml applicalor h1be will1 11.50 484!0019 Virbac AH, Inc. OWN 
ml waler, 3 applicalor tube lest !"or Senior-Usc 
EI1Cc1iveness 

Siguanm: Name and Tille Date 

!!.u Craig Pnrks, /viS, DVM December 
Vice Jlresidcnt, Research & Dcvcloptm:nt 16, 2011 

""7 
E!' A form ~570-.l.l (~·9l) Ek<tronio olld l'oj><r Versions fwo1lobk Su~n>i> Ollly l'ol'or ''01\ll(lll, ·\gonoy tn>ornal tl;o Cotw 
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~2 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C.20460 

nvcrage 
reading I he instruction aiHI completing 1hc ucccssmy fonm. 

"burden to Din .. 'Ctor: Ol'PE lnfornJaJion Muuagcmenl Division (2137) U.S. 

rcspouse 
any oJhcr UlPCCIJiflhis 

Agency, 401 M Street, S.W., 

EFFIPRO"' PLUS TOPICAL SOLUTION FOR 

Cmig Parks, NIS, DVM 
Vice Prcsidcut, Rcscarcl1 & Dcvclopmcnl 

DcccnJbcr 
16, 2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~i 401 M Street, S.W. 

WA;:)tl11"1\J 1 Ul"', 1 
Pnltcn\·ork Rcduc1ion Ac1 !'.;oticc: The public rcporling burden for 1his cull~'Clion ofinfommlion is cSJimaied to average 0.25 hours per response !Dr rcgio1ra110n ~Ictivilies und 0.25 h(>Urs per respunsc 
for reregistration and special 1-cvict\' activities, including lime tOr rending the instruction and completing the ncccssmy fonns. Send ~ommcnt~ regarding the burden cstimu1c or any other aspect ,;flhis 
Cl)llcclion ofinfonnnlion, including suggestions for reducing I he burden to Director: OI'PE lnfonnation Managcmcm Division (2137) U.S. Environmental Prulcclion Agency, 401 M Street, S. W., 
Washin lon, DC 20460. Do nol send lhc !Orm 10 this address. 

DATA 

EFFIPROJiJ I)LUS TOPICAL SOLUTION FOR 

Craig Parks, MS, DVM 
Vice Presiden1, Research & Development 

DcccmbCJ· 
16,2011 
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~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON. D.C. 20460 

awragc lJ,25 l!ours per response 
reading the inst!uction and completing the necessary fonns. Send conuncnts regarding the burden co1imate or ;my other aspect vrlhis 

the btn·dcn to Director: OPPE lnfonnation Management Divisilm (2137) U.S. Environmental Protection Agency, 401 M Street, 

EFFIPRO'"' PLUS TOPICAL SOLUTION FOR 

Craig Parks, MS, DVM 
Vice President, Research & Developmellt 

De~cmb~r 

IG, 2011 
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sl!z 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
lJTl\.Tr<'T'£YI\.T 

fCSf!unsc 
l'ur reading the instrue1ion o.nd cumpleting the nccc~sary lbm1~. Send conm1cnto rcgmding the burden csti1natc or nny other ~spec! c~this 

'" to Dirocmr: OPPE lnfonnation Mauagclucnt Division (2137) U.S. Euvironmcn!al l'ro!cclion Agency, 40 I M Street, ').W., 

EFF1PR01:' PLUS TOPICAL SOLUTION FOR 

Craig Parks, MS, DVM 
Vice President, Research & Development 

Dale 
De<: ember 
16,2011 
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!'!~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

P'-' fCSt'Cnse 
the instmction and cotnpleting the necessary IOmJS. Scud comments regarding the burden estimate or nny other ~spec! o~'this 

to Director: OPPE ln1brm~tion Mauagcmcnt Divisiou (2137) U.S. Environmental Protcctiou Agency, 401 M Street, '>.W., 

(llld Ti 
Crnig Parks, MS, DVM 
Vice President, Rcsc~rch & Dc\'dopmcttt 

Date 
December 
16, 2011 
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11.· 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
J'tOU 

1ge 0.25 hours per rc>pon>c for rcgis1rn1inn nclivities and 0.25 hour,; p~r rcsl'~nse 
the instmc1ion and completing the necessary tbnns. Send ~omnK,Jts regarding lhe bnrdcn estimate or any o!IJCr aspect o:"this 

to DirccJor: OPPE lufomJation Management Divi>iou (21 37) U.S. Enviromucntnl Protection Agency, 401 M Street, '!.W., 

DATA MATRIX 

EFFIPROfll PLUS TOPICAL SOLUTION FOR 

Virbac AH, Inc. 

Inc. 

Name 
Craig Parks, MS, DVM 
Vice President, Research & Devclopmcnl 

December 
16, 2011 
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~"' 
und 

,n ofi 
~ 1101 

, .,,,_. .. ~ ..... "'''~,·~··~'" s Name & Addn:ss 
Virhnc SA 
I ere avem1c 2065 M -LID 
F-06516 Carros._!:~~ncc 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

ns for •~
nlo lhis i 

~GTON,D.C. 
10 average 0.25 hours per response !Or rcgistralion aclivitics and 0.25 hours per rcoponse 

n a11d complcling I he necessary l"o1111s. Send comments regarding lltc burden cstimalc or any other as peel of litis 
lnformnticlll Management Division (2!37) U.S. Envirunmenlal Protcclion Agency, 401 M Street, S.W., 

DATA MATRIX 

Product: Fiprouil' 

:30.1550 
830.1600 

I Product I I Virbac~_ OWN 

830.1700 
830.1750 
830.1800 
830.1900 
830.6302 
830.6303 
830.6304 
830.6313 
830.6314 
830.6315 
830.631 
830.6317 

Limits 
·•1 Method 

d Storage: 

'''"'"'''Ubi]it} 
lbilil) 

1 Yr. Storage 

"A•·ooloblc. •· 

Jscd 

1 fons 

48095240 
48095239 
48095239 
48095240 

48095240, 480952~ 
48095: 

480952:: 
4809522 

irbac 

I Virbac 

I Vlrbac 

l"irbac 
l"irbac 

I~ 

firbac 

1 Name attd Tille 
Jcatt-Pascal Marc 
Corporate Product lnttovatioll Director 

OWN 

\VN I Sec HOle 
pa_gc 2 

1 Dale 
August 23, 
2011 
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Form Appro1·cd OM II Nu.l07(1.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
o!z 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notic<O: The public reponing burden lOr this collection of information is cstiomted to average 0.25 hours per responso lOr registration activilics aod 0.25 homs JlCr response 
for reregislration aod special review activities, ioduding tinJC lOr reading the iostruction and completing the necessary fonus. Send comments regarding the bmden estimate or aoy other aspect ol'this 
eollecti,~~ ofinfomtatioo, iuclnding suggestions for reducing the burden to Director: OPPE lnfonnation Management Division (2137} U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washin ton. DC 20460. Do oot send the tOrm to this (11ldress. 

DATA MATRIX . 

Date A11 ust 23.2011 EPA Re No.lf.ilc S mbo187825~R Page 2 ,,; " 
~ 

Applicant's/Rcgistrnot"s Na111e & Address Product: Fipronil Teclmical _j Virhac SA 
1 ere avenue 2065 M - LID 
F-06516 Cmros. France 
In rcdicot: Fi ronil 
Guideline Refereoce Number Guidclioc Study Na111c MRID Nuo1ber Subnflttcr St:llus Not;-

830.6318 Viscosi'N Virbac N/A 
830.6319 MiscibilitY Virbac NIA Solid 
830.6320 Corrosioo characteristics Virbac OWN Sec note 

)ll 'C 2 
830.6321 Dielectric breakdown voltage Virbac N/A Waived 
830.7000 roH 48095247 Virbac OWN 
830.7200 Melti1t Point 48095249 Virbac OWN 
830.7300 Dcnsi bulk dens it or snccific •ntvit 48095250 Virbac OWN 
830.7320 Particle Size Virbac NIA 
830.7050 UVNisible S ectrum 48095248 Virbac OWN 
830.7370 Dissociation constant 48095251 Virbac OWN 
830. 7520;830.7550; 830.7560 Octanollwater partition coefficient 48095244 Virbac OWN 
830.7570 
830. 7840;830. 7860 Solubilit 48095245 Virbac OWN 
830.7950 y-;;:;~;;:-;;.cssure 48095246 Virbac OWN 
Signature Nao1e and Title Dalo 

Jcao-Pascal Marc August 23, 
Corporate Product Innovation Director 2011 

EPA l'umJ 8570-35 t9-97\ EkcJronic m1d l'ope< Ve.,ioos Avoilablo. Subm1l only Pape< \'L'S\on_ ,\~"'"~ lnlom•l U~e Cop)' 

Note: 830.6317 and 830.6320: Per Agcocy policy, storage stability und corrosion characteristics data nrc not required to be submitted unless specifically requested by the Agency. Virbac 

has io"ttiated these studies aod will submit the final reports if rcqukcd when the stud'tcs are completed. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 

:The p11bli~ 
and special rcvic'll' n~livitics. ir 

401 M Street, S.W. 
WA: D.C. 

n is 1 

I he inslrt!Ciiun and completing I he I ;,;~·; " ... "'~"'u"''" ~uggcrlions for 1 
; 20460. Do nol send tl1c IOmJI~''''" 

o burdeulo Dircclor: OPPE lnfonnalion Ma11ngcmem 

3, 20i 
· ··~·-•':; N<Imc & Address 

I I-,-:Q65161 
2065 M- LlD 

40 CFR 158.340 ' 
870.1100 

870.120( 

870.1200 

870_j_~QQ 

870.2500 
870.2600 
870.6100 
R70.6100 

C/V.J.! 

870.61 
81-8 

v Data 
---~ Acute onif toxicity 

Acute dermal toxicit 
Acute inhalation toxicity 

Acute delayed 1 

I 90-day oral toxicity

~Q:_~l(l.yOnll toxicity- 1 

Rats by Acute Oral 
Acl,-

' 

DATA MATRIX 

'+0::~ li'JO.CO 

43279706 

91861 
~~ ~.' 

4291 

~ 
,)5 

l/"1.1/"1. 

I 43291703 

hours per response lbr regi:;lralion nclivities and 0.25 hours per response 
Send commctlls regarding I he burden cstimalc or any oilier aspect of this 
(2137) U.S. Environmenlal Prulcclion Agency, 401 M Slrccl, S.W., 

1 Producl: hp• 

I BASF 

I B_""~·-

lASF 
lASF 
lASF 
lASF 

I BASF 
3ASF 
lASF 
lASF 

----
----

I OLD 

I m, 

I OL 
I OL 

lASF I GAP I I lASF OLD 
rsASF PAY 

1 Numc and Tille 
Jean-Pascal Marc 
Corporate Product I11110YatiotJ Direclor 

"' U>o Co~r 

1 Date 
AugJist23, 
2011 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY '"'""'""'"""m'",..,,;,,"'"' f 

s!z 401 M Street, S.W. 
1

1 

WASHINGTON, D.C. 20460 , 
Pajlerwork ReJuction Act Nut icc: The public reporting hurdcn lbr this colkction nfiulblliMion is estimated to average 0.25 hours per response for registration activities aml 0,25 hours per rcSJl~~~;c- -~ 
for reregistration and special review activities, including time for reading the instruction and completing the necessmy fonns. ScnJ comments regarding the burden cstimalc or any other aspect ol'th'~· 
collccliou of information, including suggestions for rcdttciug the bunJcn to Director: OPPE Information lvlauagcment Division (2137) U.S. Environmental Protection Agency, 40 I M Street, S.W., ~ 
Washin~ton, DC 20460. Do not send the tbrm to this U\hlrcss. . 

DATA MATRIX 
Dale Au 1101 23, 201 I EPA Re No./File S 1bol ~7825-R Page 4 ,f[i - * i 
Applicant'~Rcgistrant's Name & Addrcos ProdJ1ct: Fipronil Technical 1 
Virbac SA 
I ere avenue 2065 M - LID 
F-06516 Carros, France 
In rcdicnt: Fi ronil 
Guideline Reference Number Guideline Study Name MRID Number Submitter Sial us Note 
40 CFR 158.340 Toxicolo :y Data Reouirements Continued) 
84-2 Structural chromooomal abcnation 42918680 BASF OLD 
84-2 Stmctural cltromooonml aberration 42918653 BASF OLD 
84-2 Other gcnotoxic effects 42918651 ;42918653 BASF OLD 

43501703 
85-1/870.7485 General metabolism 42918655 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF PAY 

85-1/870.7485 GencrJI metabolism 43737308 BASF OLD 
85-1/870.7485 Gcncralmctabolism 42918654 BASF OLD 
85-1/870.7485 General metabolism 42977904 BASF OLD 
85-1/870.7485 General metabolism 43253701 BASF OLD 
85-2/870.7600 Dermal Denetration 43737308 BASF PAY 
85-7/870.7600 lmmunotoxicity OAT A GAP GAP *Sec below 

40 CFR 158.490 Wildlife and AOuatic On?:anisms Data Ueouii'Cments OLD 
71-1/850.2100 Avian oral LD 50- mallard or bobwhite 42918617 BASF OLD 

42918616 
72-1/850.1075 Freshwater fislt LC 50- rainbow or 42918624;42918673; BASF OLD 

bluegill 42918674;42977902 OLD 
43279703;43291718 OLD 

Signal ore NamcanJ Title Date 
.. Jean-Pascal Marc Al1gJ1SI 23, 

,. )1{'"•·- Corporate Product Innovation Director 2011 

El' A l'onn 8570-J.'i t9;9·iifjiTi[Ol\li:"":ijj(j l'of>Cr V <1oio"s A\'Jilablo. Submil only Pop<r<·mimL ,, ..... -. '·"··- ·' ''"" '"'-----~< ..... ·py 
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Form ,\PI""v"l 0~1 [I No. 2070-UO(iO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
:s!: 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
P~pcrworl• Rcduclion Aet Notice: The JlHbtic reporting burden tbr lhi~ collcc!ion ofinlbml<llion is es1inm1cd 10 average 0.25 hours per response lbr regi:malion ac1ivi1ics and 0.25 hours per re:;ponse 
for rercgislralion and spcdal review aeliviiies, including lime for reading I he insl1uclion and eomplc!ing 1ile necessary fonns. Send commcms regarding I he burden esiimale or any other aspecl of1his 
co!kclion orinformalion, including suggcslions for reducing !he burden 10 Direclor: OPPE lnfomuuion Manage men! Division (2t37) U.S. Environmcnlal Pro!cclion Ageucy, 401 M S!recl, S.W., 
Washim.ton. DC 20460. Do no! send !he ronn 10 I his nddrcs~. 

DATA MATRIX 
Dale: Au u~t23. 2011 El'A tku. No./Filc S mbo187825-R PagcSo:c 
Virbac SA Producl: Fipronil Tcclmical 
Jere avenue 2065 M - LlD 
F-06516 CIIITOS, Frnnce 
In redicnl: Fi ronil 
Guideline RctCrcncc Number GuidelineSiud Name MRID Number Submiller Slahls Nolc 
83-1/870.4100 Chronic feeding- rodc11t 42918648 BASF OLD 
83-1/870.4100 Chro11ic feeding nonrodcnt 42918645 BASF OLD 

83-1/870.41 00 Chronic feeding non rodent 43402802 BASF PAY 
83-2/870.4200 Ouco •cnicity- mouse 42918649 BASF OLD 
83-2/870.4200 Oncogenicity- mouse 43501702 BASF PAY 
83-2/870.4200 Oncogenicity- rat 42918648 BASF OLD 
83-3/870.3700 Teratogenici_ty~ rabbit 42918646 BASF OLD 
83-3/870.3700 Terata •cnici "' 42977903 BASF OLD 
83-3/870.3700 Terata euicit "' 44275001 BASF PAY 
83-6/870.6300 Dcvclo mental neurotoxic it 44039002 BASF PAY 
83-4/870.3800 Rc roductiol! 42918647 BASF OLD 
84-2/870.5100 Gene mulntion 42918652 BASF OLD 
84-2/870.5100 Gene mntation 42918679 BASF OLD 
84-2/870.5100 Gene mutalion 43291716 BASF OLD 
84-2/870.5100 Gene mutation 43291717 BASF OLD 
84-21870.5100 Gene mutation 43291721 BASF OLD 
84-2/870.5100 Gene mutation 43291722 BASF OLD 
84-2/870.5100 Gene mutation 43401102 BASF OLD 
Signalure Name and Tille Dale 

Jean-Pascal Marc Augusl 23, Cxc- Corporate Product1nnovation Director 2011 . 
FPA Form 8570-35 19-971 Eloolmnic onol Paoo1· Vmion> -~~ailabk. Submit o11lv Pouor vmion. ,\"'"<\" ln<omal Usc ConY 
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l'onn ,\l'l""'''d 0.\11! ~o. W7()..0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paperwork Rcductio11 Act Notice: The public reporting burden lilr !his colleclion of infonnalion is cslimatcd lo average 0.25 hours per response for regis11a1iou aclivilics und 0.25 !lours per P'f;:t·•r~ 
!Or rercgis1ra1iou and special review aclivili~-s, i11Ch1dinglimc for reading I he iustruction and co1nplcling I he ncccsomy li.lfms. Send comn1cnls regnrdill!l the bmden cslimatc or any olher aspcc! oflhis 
colkction ofin!Ommlinn, includiug suggcslions for reducing I he burden to Din.:ctor: OPPE lul"ormalion Managemcnl Division (2 I 37) U.S. Envil\lnlncnlal Prolcclion Agcu~y, 401 M SIJccl, S.Y/., 
WushinPion, DC 20460. Do not send 1he form 10 I his address. 

DATA MATRIX 
Dale: A11 •11sl 23,201 I EPA Rc . No./File S mbol 87825-R l•:t•~t· (. N"r, 

Appli~ant's/Rcgislrnn!'s Name & Add1css Product: Fipronil Technical 
Virbac SA 
I ere avenue 2065 M -LID 
F-06516 Carros, France 
In rcdicnl: Fi ronil 
Guidcliue Rcfen:ncc Number Guideline Slud Name MRID NUnlber Snbmiller SlalliS t~vl.: 

72-2/850.1 0 I 0 Acute LC 50 frcs\1watcr i1tvcrtcbrates 42918625 BASF OLD 
(Dil Jlllli!JIIIa!>IIG) 

Acntc LC 50 freshwater invc1tcbratcs 42918669 BASF OLD 
(Da Jlmia ma~11a) 
Acute LC 50 freshwater invcrtcbr;ttcs 42918671 BASF OLD 
(Do ?/111ia lllai!IIG) 

Acute LC 50 freshwater invcrtcbmtcs 43291719 BASF OLD 
(Da J!illia llla!!IIG) 

835.2110 ~ro!Vsis 429771)05 BASF OLD 
40 CFR 158390 Rccnlry 
Protection Dala Renuircments 
133-3 Dcmml e;;;-osurc - fuoni I 44433302 Merial PAY 
133-4 Inhalation exoosnrc- FiDfonil 44433302 Mcrial PAY 
132-1 Disloda:cablc residue dissi 7alion- Fioronil 44531203 Mcrial PAY 
NIA Dermal and inhalation exposure of 

commercial oct !!roomers (S~ot)- Fi ronil 
44433303 Merial PAY 

N/A Analytical method for exposure sludics- 44433308 Mcrial PAY 
Finronil 

Signalurc Name and Tille Augusl 23, 

_\l•.'--' Jean-Pascal MHrc 201 I 

~ 
(..I' / Corporate Product lnnov~1tion Direc!or 

"'"" '~" EPj\}'<in" ~.170-J.I [9·9J) ~~""""'"" "'"" rope, v""'"'"' bk Submil only Pap"''" .\gone~· h1!cn1alllsc Col<)" 

* Pursuunt to 40 CFR 152.9(s(c), Virllac hereby certifies that Virbac has no llnsis to believe I hat !!lis rciJuiremcnt is not a data gap :md, further, that Virba~ has sent by certified mail to all companies 
on the ~urrcnt EPA Data Submitters List ror fipronil a letter requesting that the cnmJiany identify, within 60 days or l'eccipt, any valid study thut would rulfi!! this data requirement. Once this 60-day 
period cxjlircs, Virbac ll'ill update the Agency as to the inrormation, if any, Virbac receives in response to I his "datu gap" letter. 
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& 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON. D.C. 20460 

average u.-25 hours per response lOr regis111ll1011 a~livitics and 0.25 hours per rcspousc 
and completing the necessary l\J1ms. Send commcnls regarding I he burden csl imalc or any olher asp~'Ct ort11is 

·· OPPE lniOrnw.lion Mmwg~'IIK"l1t Divisiou (2137) U.S. Environrncnlal Prolccliou Agency. 40 I M Strccl, S.W., 

Jean-Pascal Marc 
Cof(Xlratc Product Innovation Director 

OWN 

AuguSl 23, 
2011 
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s!L 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

>per rcspousc lOr rcgislr<liiO!l w.:tivities and 0.25 hours per rcspouse 
the i11Siruction and completing the ucccssory forms. Send comments rcgordi11g the burden estimate or any other aspect oftl.is 

to Director: OPPE lnfonnation Mmwgcment Division (2137) U.S. Environmentul ProteCtion Agency, 401 M Street, S.W., 

DATA MATRIX 

Produd: 

Jean-Pascal Marc 
Corporate Product ilmovation Director 

August 23, 
2011 

Note: 830.6317 and 830.6320: Per Agency policy, storage stability and corrosion clmractcristics datn arc not required to be submitlcd nnlcss specifically requested by the Agency. Virbac 

has in.1f1ated these stud'1es and wi II submit the futal reports if required when the stndies are completed. 
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for~'"" 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

"lb~·-

u: 

401 M Street, S.W. 

r response 
lhc lnslruclion and COIIIpleling the necessary lbnns. Scud commcnls regarding the burden esllmalc or any olhcr uspccl ofll,i;· 

burden lo Dircclor: OPPE lnf01maliou Manugcmcnl Divi~ion (2137) U.S. Environmcnla! Prolcclion Agcucy, 40! M Sired, S.W., 

Jean-Pascal Marc 
Corporate Product Innovation Director 

Augusl 23, 
20!1 
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~ 

cu!lcction 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

reading the instruclion and eumpleting the necessary 
.. burden to Director: OPPE lnformathut Management Division (2 1 37} U.S. 

Jean-Pascal Marc 

l'orm JPI'"-'''0<1 on Ill No. 2070·0060 

OLD 
OLD 

'1-,·,~--

c<.- Corporate Product Innovation Director 
August 23, 
201 I 
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,!z 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

rcudiug the instruction and con1pleling the ncccs~ry I( 
· b1.1rdcn1o Director: OPPE lulbmwlion Manngcmcnl Division (2137) 

Jean-Pascal Marc 

fCSpOIISC 

cslimale or any other aspect of lh•'s 
Protection Agency, 401 M Slrccl, S.W., 

Corporate Producl lnnovatiotl Direclor 
Augusl23, 
2011 

153



ea 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

instruction aud completing the""" 
to Direc1or: OPPE lnfom1ation Managctncn( 

DATA 

'per response forroglstmiiOll<ICIIVI!ICS and 0.25 ho11rs JlCI" rc;pdhSC 
Send comments regarding lhc burden estimate or any olhcr w;pcct ~f :his 
(2137) IJ.S. Euvironmcnlal Protection Agcucy, 401 M Street, S.W ., 

OLD 

PAY 

Jca11-Pascal Marc 
Co rpm ate Product lwwvation Director 

* Pursuant tn40 CFR t52.96 (c), Virbac hereby certifies that Virbae has no b~sis tu believe that this rctluircmcnt is nut a datn gap and, further, tl1»t Virbac has sent by certified mail tn altcoutpauics 
on the current EPA Data Submitters List for fi]lronil a letter requesting that the cou1pany identify, within 60 days of rccci11t, auy vulid study that would fulfill this data rcquirc1ncut. Once this 60-day 
period expires, V'trbac wm update the Agency as to tltc iuformatiou, ·u any, Vkb~c rcce"tves 'm response to this "data gap" letter. 
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